Summary of Studies on the Fiscal Impacts of Oral Parity Legislation

1. Milliman Parity of Oral and Intravenousllniected Cancer Drugs

This study found that for most benefit plans, parity will increase plan costs less than
$0.50 per member per month (PMPM). Parity for some benefit plans that carry very
high cost sharing requirements and low medical benefits may see a cost of $1.00
PMPM. Other benefit plans that have a low cost sharing requirement in general could
see parity costs of $0.05 to $0.10 PMPM.

2. Commonwealth of Massachusetts Division of Health Care Finance and Policy

This survey found that the total estimated fiscal impact on insurance premiums is
between 0.008 and 0.044 percent of annual premiums. This equates to an average
cost of between 0.04 to 0.23 cents per member per month.

3. California Health Benefits Review Program: Analysis of Assembly Bill 1000:
Cancer Treatment

This study projects that the total costs for implementing oral parity laws is nominal.
The estimated costs associated with non-generic oral anticancer medications and
services would increase by 0.0005 percent or $487,000 a year. The study also found
that private employers cost for total premiums were estimated to increase by 0.0039

percent a year.

4. Tennessee’s Health and Human Resources Committee Chart Survey:
responses from others state regarding the cost of oral parity

Eight states and the District of Columbia responded to Tennessee’s 2012 survey
regarding how much the implementation of oral parity laws in their respective states
have resulted in an increase in health insurance premiums.

Colorado, Indiana, lllinois, Kansas, Oregon, Texas and the District of Columbia
reported no increase. Connecticut and Washington reported a 0.2 percent increase.
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EXECUTIVE SUMMARY

Technology continues to change the nature of medical treatment. and a number of new. innovative
and often costlier treatments have emerged for serious diseases such as cancer However. these
new treatments may be viewed skeptically by those who uitimately shoulder the costs payers and
employers, who need to control healthcare costs Payers use a variety of techniques to control
costs Including utilization management and increased member cost sharing Employers have
Increased patient out of pocket responsibliities or required higher empioyee contributions; the
former has the member pay more for care received while the latter reduces net wages

In certain instances. technology has outpaced payer and empioyer management of healthcare
benefits. This issue has become evident with the emergence of orally-administered anticancer
agents. Because of how benefit designs have evolved, intravenous/injected chemotherapy drugs
are typically covered through medicat benefits while oral chemotherapy drugs are most often
covered through pharmacy benefits. Medical benefits often bring relatively io'v cost burdens to
patients for chemotherapy because they may require only an office visit copay or have a cap on
out-of-pocket expenditures In contrast, phammacy benefits can be more burdensome for patients
as some desligns require unilmited cost sharing, for exampie, 25% of the drug price with no cap on
out of pocket expenses. Such phammacy benefit structures can make high cost oral anticancer

medications unaffordable,

This research report examines the concept of “parity” between oral and infused drugs — in
particular, equalizing patient cost-sharing for ail chemotherapy drugs regardless of formulation
Treatment choice is. of course, compiex in addition to medical effectiveness and safety. financlal
consliderations figure prominently for the provider, payer and patient. The cost sharing inequity in
some plan designs for Intravenous/injected and orai chemotherapy products Is becoming more
apparent as high-cost oral products come to market with many more under development. The
benefit design Issue we address here wiil likely continue to grow in importance

Severai state legislatures have passed or are considering “parity” legisiation that would require
state-reguiated payers to cover oral chemotherapy drugs with the same cost sharing as
intravenous/injected chemotherapy drugs This paper addresses a particular benefits issue - how

much parity legislation might cost a payer

As described in the body of the text. for most benefit plans. parity will cost under $0 50 Per Member
Per Month (PMPM) which compares to a typical commercial plan cost of over $300 PMPM for all
benefits However. there are literally thousands of benefit design variations. and plan design
features can affect panty costs. Panty for some plan designs with very high cost sharing for oral
specialty drugs and low cost sharing for medical benefits could cost about $1.00 PMPM or. in
unusual circumstances, more Parity for other plan designs that have low overall cost sharing

could cost as little as $0.05 to $0.10 PMPM

(n addition to our parity cost estimates  significant new findings presented here inciude estimates of
elasticity for oral chemotherapy drugs — how increasing cost sharing reduces the consumption of
higher cost oral chemotherapy drugs. This eiasticity for chemotherapy drugs is a finding that hasn't

previously been published.

This paper presents modeis and assumptlons that a payer can conslider to estimate the impact of
parity for oral and intravenous/injected chemotherapy. We do not address administrative costs
assoclated with parity. Development of insurance rates Is of course the domain of actuaries, and
actuaries with appropriate expertise should be invoived in any rate calculation.

January 25 2010
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We note that our assumptions and analysis are general and do not presume any particular therapy
Similarly, we do not address the efficacy or safety of different theraples in authoring this paper
the authors and Miiliman are making no endorsement of any product or policy

GlaxoSmithKiine, a pharmaceutical company that manufactures, markets. and is deveioping
intravenous/injected and oral chemotherapy drugs. commissioned Miliiman to develop and author
this paper. GlaxoSmithKline provided oncology disease state and treatment expertise. background
Information on iv/orai chemotherapy treatment paradigms information on the current status of
oralllv parity legisiation and the general editing of these sections

O January 25 2010
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BASICS OF CANCER DRUGS FROM THE STANDPOINT OF BENEFIT
DESIGN

Primer on Cancer Chemotherapy

Anticancer drug therapy is one of the three piliars of cancer treatment along with surgicai treatment
and radiation therapy Anticancer drug therapy is generally categorized Into three types, cytotoxic
agents biologic agents and hormonai agents These categories inciude both oral and
intravenous/injectabie products Treatment recommendations depend on the type and stage of

cancer along with patient characteristics

Cytotoxic agents are the traditional therapies that damage cancer celis by interfering with celluiar
division but have the drawback of kiiling healthy cells along with cancer cells Major types of
cytotoxic agents include alkylating agents. antimetabolites and piant alkyioids. Biologic agents.
also called targeted agents target specific cancer biolagic pathways Hormonal therapy interferes
with hermone dependent pathways that promote the development or growth of cancer cells and
plays an Important role In treating breast and prostate cancers

Historically intravenous theraples have been the predominant route for administering anticancer
drug therapy. Although oral cytotoxic and hormone products have been available for decades the
past 10 years has seen acceierated development of oral anticancer drugs particularly biologics
Experts estimate that more than one quarter of the 400 chemotherapy drugs now in the

development plpeline are planned as oral drugs '

Evidence based treatment guidelines, inciuding those issued by the Nationai Comprehensive
Cancer Network (NCCN)?. recommend various combinations of chemotherapy depending on the
particular cancer and stage. These recommendations are made without regard to the route of
administration. Protocols may recommend a single orai or singie Infused treatment protocol. a
combination of infused products only and orai and infused product combinations. For a few
treatment protocols, NCCN gulidetines Indicate an orai product or an Infused product as being

potentially substitutabie

Cytotoxic products, which are predominantly given by intravenous Infusion. are generaily
administered eplsodically to deliver the maximum tolerated dose to optimize ceil kill In a single
episode The interval between doses allaws for recovery from potentiai side effects Biologic
products are optimally effective when taken chronically. often dally to continuousiy expose the
tumor celis and tumor microenvironment to the drug therapy This goal of chronic administration is
consistent with the convenience of orai administration when availabie There are pros and cons to
each option cytotoxic or biologlc intravenous or oral which need to be weighed by patients and

heaithcare providers.* !

Overview of Cancer Drug Coverage and Benefit Designs

infused and oral medications typically have different dispensing sites and the dispensing site
often defines which portion of a health benefit applies. Intravenous medication, most often
administered in a physician's office or hospital outpatient infusion center, is generally covered
as a physician service or hospitai outpatient service and defined as medical benefits. Oral
anticancer medication is typically dispensed by a pharmacy and covered under a pharmacy
benefit Injectable anticancer medication may be self administered and covered under a
pharmacy benefit or administered in a physician's office or outpatient hospital setting and
covered under a medical benefit. On average as a percent of all covered medical benefits
average patient cost sharing for a typical medical benefit is lower, and cost sharing for the
prescription benefit as a percent of covered prescription benefits is higher.

January 25 2010
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THE COST AND UTILIZATION IMPACT OF PARITY FOR ORAL
CANCER DRUGS

Defining Parity

The term “parity” for heaith benefits has most prominently referred to requiring coverage for mental
heaith and substance abuse services on the same basis as medicai benefits. Traditional benefit
designs covered mental health and substance abuse services with higher cost sharing (for
example, 50% coinsurance) and “inside” fimits (for example. 20 visit annual maximum) that meant
less coverage than for other services ® Parity legisiation passed in the 1990s applied only to
benefit maximums. and full parity was signed into law In October 2008."

State parity legisiation for oral chemotherapy drug coverage typically requires that insurance
coverage for orally administered chemotherapy medications shail be provided on a baslis no iess
favorable than coverage for Iinjected or intravenously administered chemotherapy medications For
the purpose of this repor, we define orai/intravenous/injected chemotherapy parity to mean that the
percent patient cost sharing for an oraf chemotherapy drug will be no more than that of an
Intravenous/injected chemotherapy drug We apply the foilowing a'gorithm

Definition of Oral/Intravenous/Injected Chemother;by_ﬁa—rl‘t); _

For an Individual who receives both orai and Intravenous/injected chemotherapy drugs. the percent
cost sharing for the oral chemotherapy drugs wliil be no more than the percent cost sharing for their

Intravenous/injected chemotherapy drugs

For an Individual who receives only oral chemotherapy drugs. the percent cost sharing for the oral
chemotherapy drugs will be no more than the average percent cost sharing for the
Intravenous/injected drugs as administered by their benefit pian

Traditional prescription drug designs, with fixed copays. such as $25 or $40 per script, do not
impose large cost sharing for expensive drugs However, some pian designs with unlimited
colnsurance. for example 25% or 33% or higher can impose a significant cost sharing burden
when the prescription costs thousands of dollars which is not an unusual cost for a chemotherapy

product whether it Is intravenous/injected or oral.

Many medicai benefit designs offer some form of cap on member out-of-pocket costs. The trend
toward prescription drug benefits with uniimited colnsurance together with the introduction of often
expenslve oral agents, has made Intravenous/injected-oral parity an issue

in our analysis we do not address administrative costs and assume parity does not affect utilization
management strategies such as pnor authorization, quantity limits and restricted formuiaries.

January 25 2010
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Cancer Patients and Utilization ot Chemotherapy
Using the approach described in the Methodology section, we estimate approximately 1.5% of a
commercially insured population has medical claims for cancer in a one year period. Although

chemotherapy is a significant treatment option for cancer patients most patients with a cancer
diagnosis do not recelve chemotherapy In a year Figure 1 provides the distribution of cancer
patients by chemotherapy treatment showing about 25% of cancer patients receive chemotherapy
during a year, The remalning three-quarters of patients may be treated using a variety of other
non-chemotherapeutic treatment modaities. such as surgery. radiation therapy or monitoring

Figure 1: Distribution of Cancer Patients by Chemotherapy Treatment

B o Only
B Oral & Infused
B infused Only

Neither

N = 172,547 cancer patients. Excludes basal cell skin cancer
Source: Milliman’s work on MedStat Commercial 2007

Figure 2 shows the distribution of patients by the kinds of cancer drugs (hormonal. non-hormonal
oral, infused) they take In one year. Almost half of patients receiving chemotherapy use oral
products only, and most of that usage is hormonal agents which are generaliy low cost. Of those
cancer patients recelving chemotherapy treatment, only 17% (2.4% pius 1 7% out of 24 8%)
receive chemotherapy that does not inciude hormonal treatment.

Figure 2: Distribution of Cancer Patients by Type of Chemotherapy

M Oral Chemo (non hormonal) Only

35 Oral Chemo (non hormonall + Infused Chemao

1 {nfused Chemo w/ or w/o Hormones
76.2% Oral Hormone Only

None of Above

N = 172,547 cancer patients. Excludes basal cell skin cancer
Source: Milliman’s work on MedStat Commerclal 2007
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How Benefit Cost Sharing impacts Cancer Drug Use: Elasticity

Higher out-of-pocket costs discourage the use of medicai services and products and this has been
shown for high-cost pharmaceuticals ®in particular we demonstrate that higher cost sharing for
oral chemotherapy agents is associated with lower utliization of these drugs This is shown in
Figure 3 below, which Is based on examination of the medical claims of thousands of cancer
patients. Our finding contrasts with other studies. which have assumed no price elasticity !

The diamonds In Figure 3 comespond to different plan designs each diamond representing a
distinct percent cost share for orai chemotherapy drugs. The chart shows an inverse relationship
between the percent cost sharing, and number of ciaims per patient in other words higher percent
cost sharing leads to fewer ciaims per patient for oral chemotherapy The formula in the chart
shows the elasticity function fitted to the data points, along with the corresponding R’ value The
data sources and approach we used Is described In the Methodology section

Figure 3: Relationship Between % Cost Share or Orai Cytotoxic Rx and Number of Oral
Cytotoxic Claims Per Cancer Patient Age 20-69
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N = 24,474 cancer patients spread among 13 cost-sharing categories. Source: Milliman's analysis
of MedStat Commercial 2007, 2008Q1-3 and Milliman proprietary data from 2007. Oral
chemotherapy category does not Include hormonal theraples. The box shows the best fit of a

typicali elasticity curve.

These data suggest that oralfintravenous/injected chemotherapy parity will increase drug utilization
which will increase cost.

in economics elasticity measures the sensitivity of one variable to another. which Is the percentage
change that will occur in one variable In response to a 1-percent increase in another variable'’.
Actuaries have iong recognized that higher cost sharing reduces utiiization, and typical actuarial
practice recognizes this phenomenon in setting premium rates for heaith insurance products.

Q January 25 2010
Page 5



Milliman

In Figure 4 we show the elasticity factors of three types of oral chemotherapy drugs hermonat
agents, less expensive non-hormonal agents (under $1500 per claim) and more expensive non-

hormonal agents ($1500 or more per ciaim)

Figure 4: Elasticity: % Utilization Caused by 1 Percentage Decrease in % Cost Share for Orai
Cancer Drugs

3.5%
3.0%
& 259
g
w200 -
>
£ 1.5%
<&
&
o 1.0%
0.5%
! 0.0%

Hormone Oral Chemo, non- Qral Chemo, non
Hormonal < $1500 Hormona! $1500+

Source. Miilliman anaiysis of MedStat Commercial 2007 2008Q1-3
Miliiman Health Cost Guideiine 2003

in Figure 4, elasticity means the percent increase in utiilzation caused by a 1 percentage point
decrease In cost sharing. For example. the elasticity factor of 3.3% applies to oral chemotherapy
non hormonal drugs costing $1500 or more The 3.3% elasticity factor shown means If the percent
cost sharing for the drug goes down from 20% to 19%, the utiiization of these drugs will increase by
3.3%. The 3 3% elasticity factor is consistent with Figure 3 and further described in the
Methodology section. For the hormones and lower cost oral chemotherapy drugs. v.e used

standard actuarial elasticity factors

Cost Impact of Parity for Orai Cancer Drugs for Various Benefit Designs

We appiled the eiasticity relationships described above to estimate the additional drug cost of
parity. Itis Impossible to define one cost for parity that wiil apply to all benefit designs, because
variations In pian design have a significant impact Pians vary in the amount of cost shanng for
medical and phamacy benefits, and they vary in how that cost sharing is arranged — copays
colnsurance, deductibies, out-of-pocket maximums, etc. Therefore, to show the additional costs of
oralfintravenous/injected parity. we developed ranges and characterizations of heaith benefit

designs.

To put pian cost sharing into perspective. we offer the foilowing:
" A typicai PPO benefit design has average cost sharing of 17% across all benefits’’

~ Atypical._3-tier drug benefit. $10/$25/$40 has average cost sharing of 25% across all
drugs™

Oral/intravenous/injected parity costs depend on both the oral chemotherapy drug cost shanng and
the intravenous/injected drug cost sharing, because parity reduces the ora! cost sharing to the level

Janwary 25 2010
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of the Intravenous/injected cost sharing In general the cost of parity follows the relationships
below:

Low cost sharing for oral chemotherapy drugs . Lower Costto Plan
High cost sharing for oral drugs

and .
Low cost sharing for Intravenousfinjected chemotherapy | Higher Costto Pian

drugs

Pre-Parlty Benefits = =~ | Cost of Introducing Parity

if cost sharing for oral chemotherapy drugs Is already low, as is the case with traditional
prescription drug benefit designs with copays. parity wlil have only a small cost Impact Hoveever
for pians with unlimited coinsurance for expensive drugs, parity can add modest amounts to plan

costs.

To present concrete examples of the impact of parity the authors simulated the impact of
oralfintravenousfinjected parity for a varlety of benefit designs using the definition of
oral/ntravenous/Injected chemotherapy parity stated at the beginning of this section. The
simuiation was done for each patient taking oral chemotherapy inciuding hormonal agents. We
simulated parity for over 60 benefit designs which comprised over 32 mililon member months and
43,000 cancer patients. We segmented the benefit designs into three categorles, with the medium
category typical of traditional PPO designs 3 and the high category Including Consumer Driver
Health Plans." We show sample medica! and prescription drug benefits for the ranges of cos!
sharing In the tables below:

Sampie Medical Benefit by Cost-Sharing Level

Costsharing | Effective Average !' Sample Medical Benefit
Level S Colinsurance e TS e e
Low Under 12% $100 deductible, 15% coinsurance,
e L_ 1 $1.500 out-of-pocket maximum
Medium ! 12% to 17%" $200 deductible, 20% coinsurance,
_ P esam _ $1 500 out-of-pocket maximum
High Above 17% $400 deductlble, 20% colnsurance,
$2,000 out-of-pocket maximum

*Ciose to a lypical PPO benefi! design

Sample Prescription Drug Benefit by Cost-Sharing Level

Cost Sharing Effective | Sample Drug Benefit
Level Coinsurance for
Expensive Oral
b _Drugs | =
Low Under 5% $10/ Generic/$25 Preferred Brand/$40
Non-Preferred Brand (inciuding
- _ Speclaity)
Medium 5% to 10% $10 Generlc/$25 Preferred Brand/$40
Non-Preferred Brand/10% coinsurance
N | Speciaity
High Above 10%*"* $10 Generic/$25 Preferred Brand/$40
Non-Preferred Brand/25% Coinsurance
Speclatty

*Typical for benefits with consurance ina 3°or 4" lier or specially tier

January 26 2010
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We used the average cost sharing for medical benefits as an indicator of intravenous/injecied drug
cost sharing, because the deductible and coinsurance and out-of-pocket limits typically apply lo
Intravenous/infected drugs

The exira plan costs for parity are relatively small as shown in the fo! owing table The extra costs
are shown Per Member Per Month (PMPM)

e mam e T
I

$0.50to $1.30

$0.05t050.10  $0.15t0$0.20  $0 25 to $0.35

Lo

Medical Benefit
Cost Sharing
Percentage

= $0.20to $0 30

These figures do not include plan administrative costs These figures compare to a PMPM claim
cost of $319 for a typical commercially Insured individua! based on Miliman's 2008 Group Health
Insurance Survey, trended to 2009 doilars

Decreased cost sharing will Increase the cost of ora! chemotherapy in several ways. Wae list these
with the estimated most expensive iisted first:

Z  The plan will pay for the difference in cost sharing for people who would have pald the
original cost sharing.

The plan will pay for the new utilization (induced utilization) that members would have
avoided because of the orlglnal cost sharing. We divide this into two pleces’

The new services at the old price assuming cost sharing
The reduced cost sharing for the new services

In addition, there may be reduced recoverles through coordinatlon of benefits (COB,;
Reduced cost sharlng may encourage some empioyed spouses or dependents to obtain
coverage from the pian with lower cost sharing. We did not attempt to quantify these t./c
factors as they vary greatly with each empioyer's particular situation

We aiso made no adjustment for changes In the utilization of intravenous/injected
chemotherapy, as our analysis dld not indlcate an Impact on Intravenousf/injected
chemotherapy associated with Increased utillzation of orai chemotherapy

January 25 2010
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Figure 5 shows the elements of increased costs (other than COB)

Figure 5: How Reducing Cost Sharing Increases Payer Cost (Elasticity)

—>

Current Pian Cost

MNew Plan Cost from eliqunatng
aast Sh:"ing feir curent yse rate

News Plan Cosl from induced
utlizaton at old cost sharing

New Plan Cost from eminating
cost shanng lor new use

Emplayer Paid Portion

Increased Utilization '

The relative contribution of each component will vary with benefit design details
Case Study Cost Comparison: injectable versus Oral Chemotherapy

in general, care rendered In less Intensive settings (such as home) Is less expensive than care
rendered In facilitles or physician offices, which has led to widespread promotion of outpatient
Q services as an alternative to inpatient services.® The possibility that some chemotherapy can be
administered orally Instead of Intravenous/Injected raises the potential for cost reduction in cases
where oral or Infused products are therapeuticaily similar For many services, facility or physlclan
office sites can invoive services and costs beyond the particular drug Its acquisition cost or the

principle services being rendered.

Although both oral and Infused treatment options require ciose monitoring and follow up. infused
theraples incur costs assoclated with IV administration Several studies report costs associated
with infused chemotherapy, although the reported costs vary. A study of the costs of IV
administration in a metastatic breast cancer population identified chemotherapy per visit costs of
$2,477, with IV administration accounting for approximately 10% ($252); the study drug accounting
for 59% ($1,463), and other drugs and services accounting for 31% ($763)."* Another study of
chemotherapy cost for small cell lung cancer patients reported a cost per chemotherapy visit of
$787, with 50% of the cost for the IV chemotherapy drug ($395): 12% of the cost for IV
chemotherapy administration procedures ($93). and 38% for other visit reiated drugs and services

($300)."7

Currently. there are only a handful of cancer treatments with oral or Infused chemotherapy options
although a number of oral chemotherapy drugs are In development To compare the costs of oral
and intravenous/injectable administration In a case where there are oral or intravenous/injectabie
options. we examlne the case of non smalil ceil iung cancer where NCCN ‘?uidellnes recommend
treatment with one of infused Taxotere or infused Alimta or oral Tarceva.'

Using Medstat 2007 and Q1-Q3 2008, we identified members coded with lung cancer and having
one or more clalms for Taxotere. Alimta or Tarceva. We identified the average number of treatment
claims per patient and the average drug cost per treatmen! to calculate a course of therapy drug
cost The average number of claims was 4.8/patient for Taxotere and Alimta and 4.9/patient for
Tarceva. The Intravenousfinjacted drugs accounted for 63% of the claims while the oral accounted

Q lanvary 25 2010
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for 37% of the claims We identified the associated Infusion costs incurred on the day of infusion
administration by performing a ciaim line examination and determined costs that would go away If

the Infusion did not occur

Although the average acquisitlon cost of Taxotere/Aiimta is lower than Tarceva the assoclated
infusion costs move the total average costs somewhat higher than for patients on the oral product
Tarceva (see Flgure 6). We did not factor in nonpayer costs that may be incurred with oral
adminlstratlon inciuding additional education on drug administration compilance and side effects

In this case, the costs of infused and oral therapy appear to be very close Because oral
chemotherapy Is sometimes combined with infused agents, and because oral and infused agents
are not often directly substitutable, we believe the hypothesis of cost reduction by avolding infusion-
related costs Is unproved through this example. We did not attempt to compare clinical outcomes
for this case. Figure 6 summarizes our findings.

Figure 6: Allowed Cost Comparison Per Course of Therapy

(Total cost pald by payer and member)
{(Average Number of Claims/Patient)

$25.000

$20,000

Azzociated Cose

| B Drug Cost H

$15,000
$10,000

$5.000

$0
Infused Oral (Tarceva)
(Taxotere/Alimta)

N= 270 patients; Infused Taxotere and Alimta
N =154 patients; Oral Tarceva
Source: Millman’s work on MedStat 2007, 2008Q1-3

Costs trended to 2009
Lung cancer patients identified with one IP, one ER or 1 physician claim coded with ICO-9 162 xx
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IMPLICATIONS FOR PAYERS AND EMPLOYERS

Oral/lnfused Parity Legislation

In 2007. Oregon was the first state to pass oraliintravenous/injectable chemotherapy parity
legisiation - Senate Bill 8 (SB 8). This legisiation requires that

“A heaith benefit plan that provides coverage for cancer chemotherapy treatment must provide
coverage for a prescribed, orally administered anticancer medication used to kill or slow the
growth of cancerous cells on a basis no less favorable than intravenously admInistered or
Injected cancer medications that are covered as medicai benefits "

Several advocacy organizations. Including the Natlonal Patient Advocate Foundation'® and the
American Cancer Societyz'J have taken an actlve role in supporting similar iegislation in other
states. Since the beglnning of 2009 oraliinfused chemotherapy parity legislation has passed in five
states (indiana, Hawali Vermont lowa and the District of Columbia) and has been introduced in

20 other states

State Insurance legislation typically amends Insurance iaws The state Insurance Commissioner is
usually required to convert the intent of an Act into rules and regufations that can be put into
practice by Insurers and usad by the regulators to test insurers for compliance Seemingly simple
parity language llke. “no less favorable to an Insured,’ can be interpreted by regulators In different
ways. For example, if a patient recelves both infused and oral drugs, parity could mean the Insured
should pay the same percent cost sharing or the same dollar cost sharing. Suppose the Infused
drug cost $1000 with 5% cost sharing ($50), and the oral drug cost $2000. Parity couid mean the
same 5% cost sharing or $100 for the oral drug (the same percent). or it could mean $50 cost
sharing (the same dollar amount). As with other features of state Insurance regulation mandates
for oraifinfused parity are Ilkely to be impiemented in ways that vary by state.

Federal leglslation to amend the Employee Retirement income Security Act (ERISA) and other acts
has been introduced by Representative Brlan Higglns (NY) in May 2009.>" HR 2366 would require
‘group and Individual heaith insurance coverage and group heaith pians to provide for coverage of
oral cancer drugs on terms no less favorable than the coverage provided for intravenously
administered anticancer medications.” ERISA, not states, governs self-Insured heaith benefit
plans, which is why this proposal and other federal mandates are structured as amending ERISA

Impact on Large Employers

Most benefit designs will have low parity costs, especially for programs sponsored by large
employers. The member cost burden challenge with oraifinfused cost sharing is most pronounced
when specialty or high-cost drugs are subject to coinsurance. A 25% colnsurance for a $100 drug
is $25 which Is a typical cost sharing amount for a brand prescription However 25% for a drug
that costs $10.000 is $2 500, and such cost sharing can quickly become unaffordable for many
people. Such high cost-sharing for expensive prescription drugs is today relatively uncommon
among large employer-sponsored programs. According to a recent survey. only 14% of large
employers have drug programs with coinsurance.” For large employers this Information may be
most relevant to those considering shifling to a specialty tier design

Conciusion

The expected continued growth of specialty pharmaceutical products, some of which are very
expensive has prompted an anay of benefit design and benefit management techniques 2 Some
insurers and employers are responding to this Increasing cost pressure by Increasing member cost
share through benefit designs with unlimtted colnsurance for expensive products, sometimes called

Janvany 25 2010
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a speclalty tier.* While such benefit designs may be lower cost to the payer, they can impose a
significant cost burden on members and may limit the physician and patient choice of treatment
Oralfinfused parity will increase costs the most for payers with benefit designs that Include such a

specialty tler.

The costs and methodolegy shown in this paper should be used as guides for employers or
insurers who want to calculate parity costs for thelr own programs. Under reasonable scenarios,
the additional costs of oralinfused parity are minimal — an Increase estimated at weil below $1 00
PMPM for typlcal benefit plans that cost over $300 PMPM (claims costs only). Actual costs will, of
course, fluctuate from year to year and employer to employer depending on the theraples
individuals receive and the treatments that become available

If oral/infused parity legislation follows the same pattern as mental heatlth parity medical
management and contract management will continue®’ which is our assumption in estimating costs
Typically, for specialty pharmacy, this includes prior authorization, concurrent review, and medical
appropriateness reviews as well as encouraging use of preferred providers or contracted specialty
pharmacles Such techniques may become more important because of parity legislation.
Managing oncology treatment overall is the subject of increasing payer attention.

January 25 2010
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APPENDIX A: DESCRIPTION OF KEY DATA SOURCES AND THEIR
APPLICATION

Thompson Reuters Medstat database. This dataset contains all pald clalms generated by over 20

mililon commerclally Insured lives. Member Identification codes are consistent from year-to-year
and ailow for multi-year longitudinal studles. Information includes diagnosls codes, procedure
codes and DRG codes, NDC codes along with site of service Information, and the amounts paid by
commerclal Insurers. For this study. we used Medstat 2007 through 3" Quarter 2008.

Milliman's 2009 Health Cost Guidelines. The Guidelines provide a flexible but consistent basis for
the determination of heaith clalm costs and premium rates for a wide variety of health pians. The
Guldelines are developed as a resuit of Miliman’s continulng research on health care costs First
developed In 1954, the Guldellnes have been updated and expanded annually since that time. The
Guidellnes are continually monitored as they are used In measuring the experlence or evaluating
the rates of health plans. and as they are compared to other data sources. The Standard
Demographics In the Guidellnes were developed to be representative of the age and sex
distribution for a typical large insured group. The Standard Demographics were developed using
data from large Insurers combined with Department of Labor Sources. We use the Guldelines to
demographically adjust our target popuiation to a typlcal working age population.

Milliman Medical Index (MMI). The MMI examInes key components of medical spending and the
changes In these components over time. The MMi incorporates proprietary Milliman studles to
determine representative provider-reimbursement levels over time, as well as other rellable
sources, Including the Kaiser Famlly Foundation/Heaith Research and Educational Trust 2007,
Annual Employer Health Benefit Survey (Kalser/HRET), to assess changes In health plan benefit
level by year. The MMI Includes the cost of services pald under an employer health-benefit
program, as well as costs paid by employees In the form of deductibles coinsurance, and
copayments. The MMI represents the total cost of payments to healthcare providers, the most
significant component of health insurance program costs, and excludes the non-medical
administrative component of health pian premiums. The MMI Includes detall by provider type (e.g.
hospitals. physicians, and pharmacies), for utilization, negotiated charges, and per capita costs as
well as how much of these costs are absorbed by employees in the form of cost sharing. We used
the annual MMi cost trends to trend the MedStat cost data to 2008 doliars.

Milliman Group Insurance Survey™ (GIS) The GIS measures premiums and experience of HMOs
and PPOs based on a uniform population and benefit design. The Survey provides statistics on
fully Insured HMOs and PPOs that serve the commercial large or midgroup market. Companles use
the Survey to benchmark thelr financials to the competition HMO and PPO results are presented
separately by metropolitan statistical area (MSA), state, reglon, and nationwide. The results are
based on questions ans'wered by at ieast three companles. Company Identities are kept strictly

confidentiai.

January 25 2010
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APPENDIX B: METHODOLOGY

Cancer ldentification

We identified an indlvidual as having cancer if they had one inpatient, one ER or 2 or more
physician claims on separate days coded with the following ICD-9 codes in any position of the

claim:

140.xx through 172.xx
174.xx through 208.9x

Of people Identified with cancer claims, we Identified patients recelving one or more ora! andior
Intravenous/infused chemotherapy drug using NDC and J codes. The complete list of
chemotherapy drugs Is available upon request to the authors.

Methodology for Elasticity Calculation

Data Sources
The following data sources were used In thls research
Milllman Heatth Cost Guideline 2009 for Hormonal drugs and Oral Chemo drugs costing
less than $1500 per claim
= MedStat Commerclal 2007 and 2008Q1-3 for Oral Chemo drugs more than $1500 per
claim
Hormonal drugs and Oral Chemo drugs costing less than $1500 per cialm

We used standard actuarial coefficients and the average aliowed and cost share for both Hormonal
drugs and Oral Chemotherapy drugs with aliowed amounts less than $1500 per cialm. These
factors, which are not speclific to hormonal drugs or oral chemotherapy drugs show thata 1
percentage point reduction In cost sharing produces a 2 7% Increase In utilization The foliowing
table shows the average allowed amounts for these two categorles.

Oral

Cylotoxic

Hormone | <$1500

Average Allowed Amount per Claim L 3307 300

The average allowed are from our analysis of MedStal for 2007 and 10 3Q 2008

Oral Chemotherapy drugs costing more than $1500 per cialm

We developed the elasticlty factor for oral chemotherapy drugs costing more than $1500 per claim
using MedStat Commerclal 2007, 2008Q1-3 and Mliiman's proprietary database with 2007 data
For purposes of calculating elasticlty, we selected benefit designs with relatively low
Intravenous/injected drug cost sharing (greater than 2.5% and less than 5.5%") and grouped
benefit designs based on simiiar ranges of orai chemotherapy cost sharing. We then used
regression analysis to develop a best fit elasticity curve between,

¥ : Number of orai non-hormonal chemo ciaims per cancer patient
X : % Cost Share of oral non-hormonal chemo claims
We found
. 5 3216x
y -0.01173e ™"y g2 = ag75

Base on the formula above the elastlcity, which Is % utilization Increase caused by 1 percentage
point decrease in % cost share, Is caiculated as

January 25 2010
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Introduction

On Qctober 7 2011. the Joint ¢ omuuttee on Health € are Financing referred
Senate Bill 1070 An Act relative to oral cancer therapy (S1070) to the Division of
Health Care Finauce and Policy (the Division) for review. S1070 betore the 2011-
2012 Session of the Massachusetts Legislatme, mandates oral and mtravenons
chemotherapies be covered equutably under medical bene 't plans.

The Division. pursuant to the provisions of MG L ¢ 3 § 38C which requures it to

evaluate the impact of mandated bene _t bills 1eteried by legislative commuittees
for review. comumissioned a study by Compass Health Analytics (Compass)' of the
actuarial estimate of the effect that the bill would have on the cost of health care
msurance. The full report was prepared by Compass James Highland. Heatlien
Clemens, Lars Loren. and Joshua Roberds and 15 avatlable as an addendum to this

Mandated Bene _t review.

This review is thus broken into three sections (1) an overview of the mandate, (2) a
suminary of Compass’ actuarial analysis and  nally (3) a Iiterature review exainining
the medical ef cacy of the bill s mandate

1 Compass Health Analyties Inc LActuanal Asesamsut of Senar: B 1070 As Act relanive to oral saacer

therapy . 2012
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S1070 in Context

[nsurance bene .t plans are stiuchuwred such that the policy holder 1eceives then bene ts
through two modes niedical bene 1x and pharmacy bene 15 Because of differences in co-
pays and out-of-pocket expense caps with regard to those two different bene . Uimodalities.
chemotherapy recenved intravenously 1 a hospital setting (and therefore as a medical
bene 1) may often cost a patient less than mal chenotherapy received via their pharmacy
bene “ts S1070 was drafted with the mtent to abolish the “naucial discrepancy for patients
between oral and intiay enous chemotherapies

S1070 reads as follows

SECTION 1 Notwithstanding the provisions of any general law rule or regulation
to the contrary a health bene t plan that provides covernge for cancer chentotherayn
treatment must provide coverage for a prescribed orally admimstered anticancer
medicatton used 1o hill or slow the vrowth of cancerons cells on a bists no less
favorable than intravenously adomimstered on myected cancer wedications that are
covered as medical bene ts. An increase in patient cost sharing for anhcance
medications 1s not allowed to achieve conpliance with this provision *

Although sunilar legislation tends to retereuce some or all of the following sections of the
Massachusetts General Laws that govern diftereut types of hicalth plans. S1070 does uot
specify the types of health plans to winch the mandate is utended to apply For the purposes
of the actuarial analysis the Division and representatives fioin Compass met with the bill's
authors on December 20 2011 to discuss the legislative intent As was determined at the
meeting the actuarial analy sis assumes that S1070 shall apply to “commercial fully -inswed
plans and plans adnumistered by the Group Insurance Commussion ™ (GIC) Tt ts npon this
understanding of the bill's legaslative intent that the actuanial analy sis was developed

Yoohlp fwww malegrdature gove BIlg 187 Senate, 1070 Accesved 6 1812

i Compass p1
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Financial Impact

Methodology

In order to capture the marginal eftect of the proposed legislanon on health mstmance
premiums. Conipass looked at two possible effects spect cally euactinent of the
legislation may result in (1) an merease w consumption of oral chietnotherapies resulling
from a lower nancial burden ou the patient. and (2) *some portion of the cost-sharmng
for orally-admuustered dings will shift from patients to wswrers ' fhe 1eport sununan
funther explains thewr methodology

To estimate the overall unpact of the proposed legslahon we convadered the mipact

on three patient populations
s Members who currently use oral chemotherapy treatments

Members who refuse oral treatment and substitute IV treatiment dhie to cost

s Members who forgo treatment due 10 cost

For each population. we estimated using an all-paver clanm database. per mewber
pe1 month (PMPM) inedical costs and meniber cost-sharng us a base tor projecting
the unpact of the proposed bill and estunated the effect of the bill on that PMPN
base. We then adjusted the resulting PMPM costs tor projected health care ui _ation
speci cally for oral chemotherapy for the ve-yea penod required for the analysis
(2013-2017). and adjusted fiuther for msurer retention for admistiative costs and
pro.4 Finally, we applied the result to the fully-inswed neniberstup. projected tor
the _ve-vear petiod A best estunate “mid-level scenano was developed. as well as

low- and high-level scenaros

1 b




Findings

As indicated in the table below the ve year total estimated nopact onmsurance premiunis
ranges fiou 0 008 to 0 011 percent of aunual premunm (0.023 percent of annual premuun
the mid-level scenario) with an average maginal cost rangme fiom 0 01 to 0 23 dollars per
member per month (o1 0 12 dollars per inember per month u the mid level secenanio)

Compass' 5-Year Cost Projection Scenarios’

2014 | 2015 | 2016 | 2017 | Average | 5YiTolal
1986462 1965622 1941347 1923077 1901.099

Medical Expense Low ($000's) $620 $711 $816 $936 $1,074 $831 $4,157 5
Medl;aj%s;lvl_lgzs—aaa;)— 1 733 2081 2498 2998 3.596 2.581 12,906 |
}\-/Iedical Expense High (5000's) 2932 3.675 4.604 5.768 7,223 4.840 24202
Premium Low (5000's) $682 $782 $898 $1.030 SL18] S914 $4.572
;e;mun:;m”d@ac;; 4444444 W 1.907 2.289 2,748 3,297 3,955 2.839 14,196
.l;remium I.-i>igh (5000's) §.22% 1012 8065 6313 74945 §324 26 622
PMPM Low. 30 03 50.03 30.04 $0.04 $0.05 $0.04 $0.04 :
3008 S0.10 sS0.12 $0 14 S0.17 $0 12 $0.12

PMPM Mid

PMPM High

Estimated Monthly Premium 161 $187 $512 35§37 $564  SSI3 §513

Premium % Rise Low 0.006° 0.007° 0.008% 0.008% 0009% 0008%  0.008%
0017°% 0020°% 0.025% 0027% 0031°% 0023%  0023%

$0.14 $0.17 30.22 $0.27 $0.35 $0.23 $0.23;

Premium % Rise Mid

0.029% 0.035% 0.042% 0051% 0062% 0044%  0.044%

Premium % Rise High

Regarding the steady rate of pramum i ation over the ve-vear projection Compass notes
‘Current diug developiment trends suggest an mereasmely luge portion of cancer treatiment
diugs will be crally administered and increasingly tageted drngs developed for sualler
patient bases and will be mcieasmgly expensne

Wath this mind and considermg chemotherapy drugs are abeady generally quite expensive
Compass determunies that the overall inerease w preminuis that would result {rom enactinent
of $1070 is still a relatvely swall one s 1 due to the Faet that “the vast majonty of plans
i the market require copayments but not {uncapped| coinsurance for pharmacy bene ts
luniting the patient s cost-sharing exposure for expensive dings ~ They further note [GIC ]
plans are amoug those that would be minmually affected. * and that “most of the increase m
premiums will fall on the wembership of those plans that do rely ou niember cost sharing

employing comsiance

~ Coempass p ui

6 Compss pou
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Medical B cacy and Patient Preference.
A Literature Review

Clinical Background and Patient Preference

The American Society of Climcal Oncology (ASCO) de nes clicmothierapy as any ant
neoplastic agent used 1o treat cancer given thiough oral and parenteral routes ™ In setfing
standards for the adunmstration of chieciotherapy. the ASCO stipnlates tliat the same
standards for chemotherapy adntinistration safety shonld apply in all settings  which a
patient might recewve cancer treatinent - be it as an patient or outpatient u a hospital

o1 at homie as a consumer of chemotherapies distiibuted by a local pharmacy ' Setting
standards was 1ntended to assist oncology prachices m creating the safest possible processes
for chemotherapy adnunistration QOver the last decade. advances m the dehvery of
chemotherapy coupled with the abihity to better manage toxieities have resulted w a shuft of

oncology care from the mpaticut to the outpatient sething

Chemotherapy has tiaditionally been adinistered nranly through parenteral rontes
including intravenous and mtramuscular injections  However. with the inciease in the
availability of new oral agents oral diugs have become conunon iu the treatinent of
some types of cancer These drugs are often adininistered daily due to a need for tumo
cells to be continnally exposed to the drug '"'* Many newer oral chemotherapy drugs
target the molecular and cellular changes associated with cancer and therefore block the
growth and spread of the cancer by tnterfering with the speci”c molecules involved
tumor growth Thus. these diugs are designed to identify and aftack cancer cells without

harming normal cells '

10 ASCCO ONS Standards for Safe Chemotheraps Admmastvation (7 wiow a0 org ASCOvZ Fractice

Jaconson JO st al Revrsions tg th: 2009 Am etican Sociary of Clintcal Oncology Quselogzy Nursing
Sosiety Chemotherapy Admmistration Safery Standards Expanding the Stope to Include Inpatizn! Sernags

JOncology Practwe Decemtbear 13 2011
? Wemgart MD et al NCCON Task Force Report Qral Chemeotierapy . foumal of the Natwonal Cormprehensi s
Capncer Network Vol 6 Supplament 3 March 2008 pages S-1to §-2

1

Anner Juseph _Oierizw of the changing paradigm i cancey treatmznt Oral chiemotherapy - Amecrn an fowiual
007 Vol 84 Mav | 2007 Supplement 3 837

of Health Svstem - Phanmacolen
Natwenal Cau .er lostitute Wak site at RHE (W Langer goy and Natienal Cowprebensiva Canzer Natwork Web

-

site at hilp  www nece com
i Goodin S Oral chemotherapeutic agents Laderstandmg mechansms of action and drug interactions
A J Health Svst Pharm 2007 64(Supp! ) 315 "1
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Studhes have also shown that a majority of patients preter oral to parenteral chewotherapy
because i is considered a miore convement treatment option 1Y e resulting shutt
from hospital to home-based administration of chentotherapy (via orally adininistered
chemotherapy drugs). has yielded a uecd for oncology healtheae providers to create

robust support mechanisms for the safe nse of oral chemotlierapy "' Concerns include

the dif _culty of obtaining the medications through retail pharmacies patents” lack of
preparedness for side effects. and nnfamiliarity with the techmques to milgate drug toxicity

Medical B cacy

Although patient preference may be somnething doctors consider n prescrnibing a course
of treatment. Compass found the instances in wlich there exist perfectly substitutable oral
and intravenous chemotherapy drugs (with regard to medical ef ccacy ) to be rare Rather
with the advance of medical research and biotechnology oral cheutotherapy is wore often
becoming the standard course of treatment in many instances.

The National Comprehensive Cancer Network (NC( N} has idenn ed several oral
chemotherapies as prefened or .rst-line freatment modahties for particular tumor types ¥’
As oral drugs became the standard treatment for many tuniors. the Centers for Medicaid and
Medicare Services (( MS) approved the NCCON Drugs and Biologics Compendinm as one of
the compendnuns used as the basis for coverage and reiibursement policies

.. There are many oral anhi-cancer medications inchided as preferred treatment fon
many cancer types in treatment guidehnes. including the NCCN (linical Practice
Guidelines in Oncology For example oral temozolomide is the current standad
of care for  rst-line management of glioblastoma maltiformne. a primary malignant
brain tumor The cancet network guidelines are evidence-based recommendations
and treatment gaidelines developed by an alliauce of 21 of the world's leadimg cancer
centers Fvidence of ef cacy. weluding 1osnlts of chieal fiials 15 nsed m developing

these guidelines ™

16 Bernar M etal Answermg Patiears Needs Qo) Altsimarc = to I1 i cenon Theraps
The Oncolagir 2001 Supp 4310 14

1780 1 impro ame the quality of sral thamoatheiapy v v s peme hoames coi- Europzan Jovinal of

Cances Care 2010 19 35.39
15 Lau G eral Panent preferences for oral v 2rans wtea enous paliia
Chnical Oncology 1997 15 110 113
Gornas M. Szeyhk O Oral treatusnt of metastati breast cancer with tapainmabime what in Zvencedthe desisten
makwg process” European Joumnal of Can ter Care 2000 19 131134

Sunchownz B e al Pereptions and Experience. of Patients Rezervmeg Oral Ciemartherapy  Clmscal Jousiol of

e chemathiziapy Jowieal or

Oncelowy Nursing Augost 201011 4 447 53

Oakley C Johrnson J Ream E Developing an mrters 2ntion for caneer pauents prescribed oral chemotharapy a
geucric paticot dary Eurcpean Jouinal of Cancer Care 2030 19 Y1228

Ehandelwal N et al lmpat of Chinweal Qral Clhiemath crapy Prograin on Wastaee and Maspatalization . Ameriear
Joursal of Managed zare May 2011 17 Special Lssue 2169 .e173
Washington State Departmant of Health .0ral chew otherapy diuyg coverape mandatzd beue tsuarse 12000
Informanon summary o recornmendations  Decem ber Y010

hitp I1www doh wa gov hsqa! sunnsgs Docurents OralChento pat




Oral chemotherapy lias in tact proven effective i beating several types of cancer. meludimg
breast cancer colon cancer cutancous 1-cell lymphoma cluome myelowd leukenua
gastrointestinal stromal tumor acute himphoblastic lenkenua, non small cell hing cancer
pancreatic cancer. nltiple myeloma myelodysplastic syndiome advanced renal cell

carcinoma, and prostate cancer *

s Studies have shown that oral chemotherapy (capecitabine speci cally) is an
effective alternative to intravenous chemothierapy in the treatment of colon
cancer’**"” and advanced colorectal cancer ™ Treatinent with oral capecitabine also

showed signi_cantly less overall toxicity thau the mtravenous chemotherapy m the
afore-cited studies.

A study of medical of cacy of “oral maintenance chemotherapy  ticatment of lugh-
risk nenroblastoma cancer patients* found that indeed the ticatment had some
measurable success 1 increasing the event-free survival 1ate The oral chewotherapy
(monoclonal anti-GD2-antibody (MAB) chit 1 18 ot MAB ¢hl | 18) “umproved the
long-term outcoue compared to no addiional therapy * Moreovear. the study found
that “immunotlierapy with MAB clil4 18 way prevent late relapses

“A randomized phase III clinical tnal presented March S 2010. at the Genitourinary
Cancers Symposiunt in San Francisco showed the oral drug cabazitaxel improved
survival of some patients with advanced prostate cancer compared with those

who received the injected drug docetaxel Cabasitaxel 1eceived FDA approval

June 17 2010 7%
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Conclusion

The Division does 1ol take a position m support of or m opposition to. any legislation
referred for review but we do ud the nancial inpact of Senate Bill 1070 to be small
Even under conservative market assunptions. enactinent of the bill will cause no more
than a 0 044 percent increase in inswavce prenuuns — a relatively small increase.
considering the cost of the diugs for which the legislation would increase access.

Still. our actuaries caution,
The nupact of S.B 1070 on any one indnidual.
emplover-group, or carrier may vary signi _cantly from
the overall results of this analy sis: the impact on speci ¢
entities will depend on the cwient level of bene: ts each
receives o1 provides and on how thie bene ts will change
under the enacted bill *!

The Washington state health department 1 conducting a review of a similar mandate.
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viewed by oncologists as the more ef cacious medical treatinent of those cancers
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CALIFORNIA

HEALTH BENEFITS REVIEW PROGRAM

The California Health Benefits Review Program (C11 BRP) responds to requests from the State
Legislature to provide indepcndent analyses of the medical, financial, and public health impacts
of proposed health insurance benefit mandates and proposed repeals of health insurance benefit
mandates. CHBRP was established in 2002 by statute (California Health and Safety Code,
Section 127660, et seq). The program was reauthorized in 2006 and again in 2009. CHBRP’s
authorizing statute defines legislation proposing to mandate or proposing to repeal an existing
health insurance benefit as a proposal that would mandate or repeal a requirement that a health
care service plan or health insurer (1) permit covered individuals to obtain health care treatment
or services from a particular type of health care provider; (2) offer or provide coverage for the
screening, diagnosis, or treatment of a particular disease or condition; or (3) offer or provide
coverage of a particular type of health care treatment or service, or of medical equipment,
medical supplies, or drugs used in connection with a health care treatment or service.

A small analytic staff in the University of California’s Office of the President supports a task
force of faculty and staff from several campuses of the University of California, as well as Loma
Linda University, the University of Southern California, and Stanford University, to complete
each analysis within a 60-day period, usually before the Legislature begins formal consideration
of a mandate or repeal bill. A certified, independent actuary helps estimate the financial impacts,
and a strict conflict-of-interest policy ensures that the analyses are undertaken without financial
or other interests that could bias the results. A National Advisory Council, drawn from experts
from outside the state of California and designed to provide balanced representation among
groups with an interest in health insurance benefit mandates or repeals, reviews draft studies to
ensure their quality before they are transmitted to the Legislature. Each report summarizes
scientific evidence relevant to the proposed mandate, or proposed mandate repeal, but does not
make recommendations, deferring policy decision making to the Legislature. The State funds this
work through a small annual assessment on health plans and insurers in California. All CHBRP
reports and information about current requests from the California Legislature are available at

the CHBRP Web site, www.chbrp.org.
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PREFACE

This report provides an analysis of the medical, financial, and public health impacts of Assembly
Bill 1000. In response to a request from the California Assembly Committee on Health on
February 18, 2011, the California Health Benefits Review Program (CHBRP) undertook this

analysis pursuant to the program’s authorizing statute.

Janet Coffman, MPP, PhD, of the University of California, San Francisco, prepared the medical
effectiveness analysis. Sara McMenamin, PhD, of the University of California, San Diego,
prepared the public health impact analysis. Ying-Ying Meng. DiPH, of the University of
California, Los Angeles, prepared the cost impact analysis. Susan Pantely, FSA, MAAA, of
Milliman, provided actuarial analysis. David Guarino and John Lewis, MPA, of CHBRP staft,
prepared the introduction and synthesized the individual sections into a single report. A member
of the CHBRP Faculty Task Force, Kathleen Johnson, PharmD, MPH, PhD, reviewed the
analysis for its accuracy, completeness, clarity, and responsiveness to the Legislature’s request.

CHBRP gratefully acknowledges all of these contributions but assumes full responsibility for all
of the report and its contents. Please direct any questions concerning this report to:

California Health Benefits Review Program
1111 Franklin Street, 11® Floor
QOakland, CA 94607
Tel: 510-287-3876
Fax: 510-763-4253
http://www.chbrp.org

All CHBRP bill analyses and other publications are available on the CHBRP Web site,
http://mww.chbrp.org.

Susan Philip, MPP
Director

April 21,2011
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EXECUTIVE SUMMARY

California Health Benefits Review Program Analysis of Assembly Bill 1000

The California Assembly Committee on Health requested on February 18, 2011, that the
California Health Benefits Review Program (CHBRP) conduct an evidence-based assessinent ot
the medical, financial, and public health impacts of Assembly Bill (AB) 1000, a bill that would
impose a health benefit mandate related to cost-sharing for oral cancer medications. In responsc
to this request, CHBRP undertook this analysis pursuant to the provisions ol the program’s

authorizing statute.'

Approximately 21.9 million Californians (59%) have health insurance that may be subject to a

health benefit mandate law passed at the state level.2Of the rest of the state’s population, a
portion is uninsured (and so has no health insurance subject to any benefit mandate), and another

portion has health insurance subject to other state laws or only to federal laws.

Uniquely, California has a bifurcated system of regulation for health insurance subJecl to state-
level benefit mandates. The California Department of Managed Health Care (DM HC)® regulates
health care service plans, which offer benefit coverage to their enrollees through health plan
contracts. The California Department of Insurance (CDI) regulates health insurers, 4 which offer

benefit coverage to their enrollees through health insurance policies.

DMHC-regulated plans and CDI-regulated policies with prescription drug benefits, except those
purchased by the California Public Employees’ Retirement System (CalPERS), would be subject
to AB 1000. Therefore, the mandate would affect the health insurance of approximately 20.1

Californians (54%).

Analysis of AB 1000

AB 1000 would mandate that plans and policies which provide coverage for cancer
chemotherapy treatment be required to:

Review the percentage cost share for oral nongeneric (brand name) anitcancer
medications and injected/intravenous nongeneric anticancer medications and apply
the lower of the two as the cost-sharing provision for oral nongeneric anticancer

medications.

' CHBRP’s authorizing statute is available at: http://www.chbrp.org/documents/authorizing_statute.pdf.
2 CHBRP’s estimates are available at http://www.chbrp.org/documents/insur_source_est_2011.pdf.
3 DMHC was established in 2000 to enforce the Knox-Keene Health Care Service Plan of 1975; see Health and

Safety Code, Section 1340.
4 CDI licenses “disability insurers.” Disability insurers may offer forms of insurance that are not health insurance.

This report considers only the impact of the benefit mandate on health insurance policies, as defined in Insurance
Code, Section 106(b) or subdivision (a) of Section 10198.6.
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Because the bill specifics “medication]s| used to kill or slow the growth ol cancerous cells,”
(referred to as anticancer medications in this report). this analysis assumes it would not affect
cost sharing for other medications (antipain, antinauseu, elc.) that a cancer patient might use

during the course of chemotherapy.
The bill would also require that these plans and policies:

e Provide coverage for a prescribed, orally administered, nongeneric cancer medication
used to kill or slow the growth of cancerous cells.

However, limits in the bill language (see the following text) make clear that it would not expand

coverage.

The bill specifies limits, including that AB 1000 shall:

» Not apply to plans/policies that do not provide coverage for prescription drugs;

e Not require a plan/policy to provide coverage for any additional medication;

e Not prohibit a plan/insurer from removing a prescription drug from its formulary of
covered prescription drugs;

» Not apply to plans purchased by CalPERS.

All plans and policies subject to AB 1000—even those without an outpatient prescription drug
benefit—cover prescription drugs under benefits covering hospitalization or outpatient visits or
procedures. However, AB 1000 explicitly does not require plans/policics to provide coverage for
prescription drugs or to add any drugs to their formularies. Therefore, CHBRP assumes the bill
would not affect plans/policies that provide no outpatient prescription drug coverage and would
not require plans/policies that provide generic-only outpatient prescription drug coverage to
begin covering nongeneric oral anticamcer medications.

AB 1000 would also require that plans and policies:

» Not provide for an increase in enrollee cost sharing for nongeneric cancer
medications to any greater extent than the contract provides for an increase in
enrollee cost sharing for other nongeneric covered medication.

This provision is broad, and may have the effect of limiting plans’ and insurers’ ability to alter
benefit designs for renewing contracts (e.g., increasing copayments) for its outpatient
prescription drug benefit. Given the myriad of benefit design options that plans/insurers may

develop and purchasers may choose in response to this provision, this report holds current
benefit designs constant and does not address potential impacts of this provision.

Lastly, the bill would:

e Sunset on January 1, 2016, unless otherwise legislated.

This analysis does not directly address the potential impacts of this provision.
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No current California mandate requires coverage of prescription medications, and no mandates
currently specify the terms of cost-sharing provisions for nongeneric oral anticancer medications
DMHC does review proposcd cost-sharing arrangemenls and requires that benefits not be subject
to “exclusion, exception, reduction, deductible, or copayment that renders the benefit illusory "
For outpatient prescription drug benefits, existing regulations by DMHC limit cost sharing to
50% of the cost of the drug to the plan, and specifies how such costs are to be calculated.® These
regulations also require for coinsurance on drugs that it cither: (1) have a per prescription out-of-
pocket maximum; (2) apply toward the plan’s total annual out-of-pocket maximum; or (3) apply
toward a prescription drug-specific annual out-of-pocket maximum. CDI-regulated policies are

not subject to these limits.

CHBRP is aware of nine states that have mandates related to cost sharing for oral anticancer
medications, though none is preciscly equivalent to AB 1000

Medical Effectiveness

AB 1000 would apply to such a large number of oral anticancer medications for such a wide
range of cancers that a systematic review of the literature on the effectiveness of all of them was
not feasible during the 60 days within which CHBRP must complete its reports. Instead, CHBRP
summarized general, descriptive information about these medications.

All oral anticancer medications must be approved by the U.S. Food and Drug Administration
(FDA) before they can be marketed or sold in the United States.

e To date, the FDA has approved 42 oral anticancer medications that are used to treat 57
different types of cancer. Ten of these have generic equivalents.

Oral anticancer medications have been available for decades, but the number of such
medications has grown dramatically over the past decade, and more oral anticancer
medications are being developed. Approximately 100 oral anticancer medications are

currently under development.

For many oral anticancer medications, there are no intravenous or injected substitutes (and
vice versa). However, there are some important exceptions such as Xeloda (capecitabine),

Temodar (temozolamide), and methotrexate sodium.

Oral anticancer medications can be divided into three main types of medications: cytotoxic
agents, targeted agents, and endocrine agents.

Oral anticancer medications are used alone or in combination with other oral, intravenously
administered, or injected anticancer medications, depending on the cancer they are being
used treat and the stage at which the cancer is diagnosed.

3 Health and Safety Code Section 1367, California Code of Regulations Title 28 § 1300.67.4.
® California Code of Regulations Title 28 § 1300.67.24.
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e The roles of oral anticancer medications in cancer treatment vary and include:

o Presurgical treatment;
o Postsurgical treatment;

Concurrent treatiment with radiation;

o
o First-line treatment to kill or retard the growth of cancer cells;

o Second-line treatment of cancers that do not respond to first-line treatments;
o Treatment of early stage cancers;

o Treatment of advanced or metastatic cancers;
o Treatment of recurrent cancers;
o Treatment of cancers that cannot be surgically removed,

o Prevention of cancer recurrence in persons treated for early stage disease.

e The outcome of cancer treatment varies with the stage at which cancer is diagnosed

For early stage cancers, use of oral anticancer agents and other treatments can enable a
person to live cancer free for many years.

For advanced and metastatic cancers, treatment often cannot reverse the disease and may
only prolong life for a few months.

(o]

e When compared to intravenous and injectable anticancer medications, oral anticancer
medications have both advantages and disadvantages. Advantages are that oral anticancer
medications may allow administration of the medication on a daily basis, may be more
convenient for patients, and may reduce the risk of infection or other infiltration
complications. Disadvantages include less certainty in patient adherence to treatment
regimens and a reduction in interaction between patients and their health care providers to

manage complications of treatment.

Benefit Coverage, Utilization, and Cost Impacts

To perform the analysis, CHBRP compared current cost sharing (as a percentage of the cost of
the medication) for nongeneric (brand name) oral anticancer medications to current cost sharing
for nongeneric injectable/intravenous anticancer medications. CHBRP modeled compliance with
the mandate as resulting in the lower of the two cost-sharing percentages being applied to

nongeneric oral anticancer medications.

Table 1 summarizes the estimated utilization, cost, and benefit coverage impacts of AB 1000.
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Benefit Coverage fmpacts

s Although AB 1000 is nol cxpected to expand benelit coverage, CHBRP estimates that almost

all enrollees with hcalth insurance subject to the mandate have at least some coverage lor
anticancer medications.

AB 1000 would altect the health insurance ol'the 20.1 million enrollees with health
insurance not purchased by C'alPEERS whose insurance provides an outpatient prescription

drug benefit.

o 100% ofthese enrollees are estimated to have coverage for intravenous and injected

anticancer medications.

97.4% of these enrollees are estimated to have coverage for nongeneric oral anticancer

medications

Approximately 2.6% of these enrollees have no coverage for outpaticnt oral nongeneric
anticancer medications, because they have generic-only coverage.

Utilization Impacts

CHBRP estimates that 0.3% of enrollees with health insurance subject to the mandate will
use nongeneric oral anticancer medications during the year following implementation.

o Of'those enrollees using nongeneric anticancer medications, CHBRP estimates that
62.9% use oral only, 29.2% use injected or intravenous only, and 8.0% use a combination

of oral and injected/intravenous anticancer medications.

CHBRP does not estimate a measurable increase in the number of oral anticancer"
medications users nor a measurable increase in the number of prescriptions per user because:

o The bill does not extend benefit coverage for nongeneric oral anticancer medications to
enrollees currently without coverage. It only affects cost sharing for those enrollees
already with benefit coverage for nongeneric anticancer medications.

The price elasticity of demand’ for anticancer medications is relatively small in
comparison to the price elasticity for many other medications. Cancer is a life-threatening

illness; consequently, patients will generally comply with prescribed treatment regimens.

Few oral anticancer medications have injected or intravenously administered substitutes,
and clinical indications may differ between administration forms. A limited number of
enrollees have a type and stage of cancer that would allow substitution of an oral
anticancer medication for an intravenous or injected anticancer medication. Some portion
of these may opt for intravenous or injected medications premandate due to cost
considerations. This dynamic cannot be quantified due to the complex clinical factors that

are involved when considering potential substitutions.

" Price elasticity of demand shows how the quantity demanded or supplied will change when the price changes
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Cost Impacts

AB 1000 would shilt some nongeneric oral anticancet medication costs from users to health

plans and insurers through reduced cost sharing. In total, users would see a reduction in out-

of-pocket costs of an estimated $2 650,000 duc to lesser cost-sharing requirements

o On average, the amount of the shiftis estimated to be $100.28 per user per year.

amounts shified from users to plan/insurer would range from $0 to $18.,262
ation is related to the price of particular nongeneric oral
zation of a particular user, and the cost-sharing provisions

o Postmandate
per user per year. The wide vari
anticancer medications, the utili
of any one user’s contracl or policy.

Total net annual expenditures are estimated to Increasc by $487,000, or 0.0005%, mainly due
to the administrative costs associated with the implementation of AB 1000.

The mandate is estimated to increase premiums by about $3,137,000 (0.0036%). The
distribution of the impact on premiums is as follows:

Total premiums for private employers are estimated to increase by $2,030,000, or
0.0039%.

o Enrollee contributions toward premiums for group insurance
$541,000, or 0.0036%.

Total premiums for those with individually purchased insurance are estimated to increase
by $565,000, or 0.0084%.

o Increases in insurance premiums vary by privately purchased market segment, ranging
from approximately 0.0030% (DMHC-regulated large-group plans) to 0.0139% (CDI-
regulated individual policies). Increases as measured by per member per month (PMPM)
payments are estimated to range from approximately $0.0120 (DMHC-regulated large-

group plans) to $0.0383 (CDI-regulated small-group policies).

(o]

are estimated to increase by

AB 1000 exempts health insurance purchased by CalPERS.

AB 1000 would apply Medi-Cal Managed Care, Healthy Fanilies Program (HFP), and
Access for Infants and Mothers (AIM). However, the California Department of Health Care
Services (DHCS), which administers Medi-Cal, and the Managed Risk Medical Insurance
Board (MRMIB), which administers HFP and AIM, would not be expected to face
measurable expenditure or premium increases as these plans currently cover oral anticancer
medication benefits with minimal or no cost-sharing requirements. Major Risk Medical
Insurance Program (MRMIP) plans have cost-sharing provisions similar to those included in
privately purchased plans; therefore, MRMIP plans would face some impacts as a result of
AB 1000. However, because the population enrolled in MRMIP is very small (8,000) and

high risk, it is difficult to estimate this impact with accuracy.

The estimated premium increases would not have a measurable impact on number of persons

who are uninsured.
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Public Health Impacts

CHBRP does not project a measurable increase in utilization of oral anticancer medications
as a result of AB 1000. Therefore, the only potential public health impact as a result of AB
1000 is a reduction in out-of-pockct costs for oral anticancer medications. This could reduce
the financial burden and rclated health consequences faced by cancer patients.

Breast cancer is the most prevalent cancer in California, almost exclusively affecting women.
Approximately 70% of the prescriptions and 31% ol the total cost for nongeneric oral
anticancer medications are for drugs used to treat breast cancer. Therclore, to the extent that
AB 1000 reduces out-of-pocket costs for patients, there is a potential to reduce the financial

burden faced by women undergoing treatment for breast cancer.

After breast cancer, the next three most common cancers in California are colorectal,
prostate, and lung cancer. Non-Hispanic blacks in California have higher rates of diagnoses
of these three cancers compared to all other racial and ethnic groups. These three cancers
may all be treated using nongeneric oral anticancer medications; therefore, to the extent that
AB 1000 reduces out-of-pocket costs for nongeneric oral anticancer medications, non-
Hispanic black cancer patients could face a reduced financial burden.

The utilization of nongeneric oral anticancer medications is not projected to change
measurably as a result of AB 1000. Therefore, there is no expected reduction in premature
death or economic loss as a result of the passage of this mandate.

Potential Effects of the Federal Affordable Care Act

The federal “Patient Protection and Affordable Care Act” (P.L.111-148) and the “Health Care
and Education Reconciliation Act” (H.R.4872) were enacted in March 2010. These laws
(together referred to as the “Affordable Care Act [ACA]”) are expected to dramatically affect the
California health insurance market and its regulatory environment, with most changes becoming
effective in 2014. How these provisions are implemented in California will largely depend on
pending legal actions, funding decisions, regulations to be promulgated by federal agencies, and
statutory and regulatory actions to be taken by California state government. The provisions that
go into effect during these transitional years would affect the baseline, or current enrollment,
expenditures, and premiums. It is important to note that CHBRP’s analysis of specific mandate
bills typically address the marginal effects of the mandate bill—specifically, how the proposed
mandate would impact benefit coverage, utilization, costs, and public health, holding all other
factors constant. CHBRP’s estimates of these marginal effects are presented in this report.
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Essential health benefits offered by qualificd health plans in the Exchange and potentiol
interactions with AB 1000

The ACA requires beginning 2014 that statcs “make payments ..to defray the cost of any
additional benefits” required of qualilicd health plans (QHPs) sold in the I'xchange beyond the

essential health benefits (HHBs) outlined in the ACA.®

EHBs explicitly include “prescription drugs.™ In order to determine whether any additional state
fiscal liability as it relates to the [ixchange would be incurred under AB 1000, the following

factors would need to be examined:

e A determination of whether AB 1000 actually constitutes a requirement of “additional
benefits,” given provisions (c), (d), and (€), which state that it does not require the coverage
of additional medications, does not prohibit plans/insurers trom removing drugs from
formulary, and does not apply to plans which do not provide coverage for prescription drigs;

s The scope of “prescription drug” benefits in the final EHB package;

o A determination of whether the cost-sharing requirement under AB 1000 is consistent with
the cost-sharing structures of the QHPs to be offered in the California Exchange;

e The number of enroliees in QHPs; and,

¢ The methods used to define ana calculate the cost of additional benefits

¥ Affordable Care Act, 1311(d)(3)(B).
° Affordable Care Act, Section 1302(b)(1)(F).
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Table 1. AB {000 Iimpacts on Benefit Coverage, Utilization, and Cost, 201

Befor Increase/ Change
clore After Mandate Decrease After
Mandate
Mandate
Benefit coverage
Total enrollees with health insurance subject to state- 0 0%
level benefit mandates (a) 21,902,000 21.902,000
Total enrollees with health insurance subject 10 AB 0 0%
1000 (b) 20,103,000 20,103,000
Percentage of enrollees subject to AB 1000 with
coverage for:
Nongeneric oral anticancer medicalions 97 4% 97.4% 0.0% 0%
Injected/intravenous anticancer medications 100.0% 100.0% 0.0% 0%
Number of enrollees subject to AB 1000 wilh
coverage for:
Nongeneric oral anticancer medicalions 0 0%
19,575,775 19,575,775
Injected/intravenous anticancer medications 0 0%
20,103,000 20,103,000
Utilization and cost
Annual number of scripts per 1,000 enrollees who
have coverage for prescription drugs
Nongeneric oral anticancer medications 11.05 11.05 0.00 0%
Average cost per script, paid by plans/insurers and
enrollees
Nongeneric oral anticancer medications $1,480.65 $1,480.65 $0.00 0%
Total annual cost of nongeneric oral anticancer
medications
Costs paid by plans/insurers $301,020,000 $303,670,000 $2,650,000 1%
Costs paid by enrollees $13,587,000 $10,937,000 { -$2,650,000 -20%
Costs paid by plans/insurers and enrollees $314,607,000 $314,607,000 $0 0%
Expenditures
Premium expenditures by private employers for group | $52,713,266,000 | $52,715,296,000 $2,030,000 0.0039%
insurance
Premium expenditures for individually purchased $6,724,851,000 | $6,725,416,000 $565,000 0.0084%
insurance
Premium expenditures by persons with group
insurance, CalPERS HMOs, Healthy Families $15,173,472,000 | $15,174,013,000 $541,000 0.0036%
Program, AIM or MRMIP (c)
CalPERS HMO employer expenditures $3,465,785,000 | $3,465,785,000 $0 0.0000%
Medi-Cal Managed Care Plan expenditures $8,657,688,000 | $8,657,688,000 $0 0.0000%
MRMIB Plan expenditures (d) $1,050,631,000 | $1,050,632,000 $1,000 0.0001%
Enrollee out-of-pocket expenses for covered benefits $7,548,415,000 | $7,545,765,000 -$2,650,000 -0.0351%
(deductibles, copayments, etc.)
Enrollee expenses for noncovered benefits (e) $8,624,000 $8,624,000 $0 0%
$95,343,219,000 $487,000 0.0005%

Total Expenditures

$95,342,732,000

Source: California Health Benefits Review Program, 201 1
Notes: (a) This population includes persons with privately funded and publicly funded (e.g., CalPERS HMOs, Medi-

Cal Managed Care Plans, Healthy Families Program, AIM, MRMIP) health insurance products regulated by DMHC
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or CDI. Population includes ensollces aged ) to 64 years and enrollees 65 years or older covered by employment-
sponsored insurance.

(b) This excludes enrollees in CalPERS 1HMOs and enrollees withoul an outpatient prescriplion drug benefit.

(c) Premium expenditures by enrollees include employee contributions to employer-sponsored health insurance and
enrollee contributions for publicly purchased insurance.

(d) MRMIB Plan expenditures include expenditures for 874,000 enrollees of the Healthy Families Program, 8,000
enrollees of MRMIP, and 7,000 enrollees of the AIM program.

() Includes only those expenses that are paid directly by enrollces or other sources to providers for services relaled
to the mandated benefit that are not currently covered by insurance. This only includes those expenses that will be
newly covered, postmandate. Other components of expenditures in this tablc include all health care services covered
by insurance.

Key: AIM=Access for Infants and Mothers; CalPERS HMOs California Public Employees” Retirement System
Health Maintenance Organizations; 1)l California Department of Insurance; DMHC Department of Managed
Health; MRMIB=Managed Risk Medical Insurance Board; MRMIP - Major Risk Medical Insurance Program
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INTRODUCTION

The California Assembly Committee on Health requested on February 18,2011, that the
California Health Benefits Review Program (CHBRP) conduct an evidence-based assessment of
the medical, financial, and public health inpacts of Assembly Bill (AB) 1000, a bill that would
impose a health benefit mandate related to cost-sharing for oral anticancer medications. In
response to this request, CHBRP undertook this analysis pursuant to the provisions of the

program’s authorizing statute.'’

Approximately 21.9 million Californians (59%) have hcalth insurance that may be subject to a
health benefit mandate law passed at the state level."' Of the rest of the state’s population, a
portion is uninsured (and so has no health insurance subject to any benefit mandate) and another
portion has health insurance subject to other state law or only to federal laws.

Uniquely, California has a bifurcated system of regulation for health insurance subject to state-
level benefit mandates. The California Department of Managed Health Care (DMHC)'? regulates
health care service plans, which offer benefit coverage to their enrollees through health plan
contracts. The California Department of Insurance (CDI) regulates health insurers,'? which offer
benefit coverage to their enrollees through health insurance policies.

AB 1000 would not directly affect coverage for persons enrolled in programs or health insurance
products not subject to California benefit mandates. Examples would include those enrolled in
Medicare Advantage plans or those who have coverage through self-insured employer plans,
such as the California Public Employees® Retirement System (CalPERS) preferred provider
organizations (PPOs). These forms of coverage are exempted from state insurance regulation by
federal laws. AB 1000 would not directly affect uninsured persons who have no coverage.

DMHC-regulated plans and CDI-regulated policies, except plans purchased by CalPERS and
those without an outpatient prescription drug benefit, would be subject to AB 1000. Therefore,

the mandate would affect the health insurance of approximately 20.1 Californians (54%).

Analysis of AB 1000
The full text of AB 1000 can be found in Appendix A.

AB 1000 mandates that plans and policies which provide coverage for cancer chemotherapy
treatment be required to:

' CHBRP’s authorizing statute is available at: hitp://www.chbrp.org/documents/authorizing_statute.pdf.

'' CHBRP’s estimates are available at: hitp://www.chbrp org/documents/insur source est 201 1.pdf.
'2 DMHC was established in 2000 to enforce the Knox-Keene Health Care Service Plan of 1975; see Health and

Safety Code, Section 1340.
" CDI licenses “disability insurers.” Disability insurers may offer forms of insurance that are not health insurance.

This report considers only the impact of the benefit mandate on health insurance policies, as defined in Insurance
Code, Section 106(b) or subdivision (a) of Section 10198.6.
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(1) Review the percentage cost share for oral nongeneric (brand name) cancer
medications and intravenous or injected nongencric cancer medications and apply the
lower of the two as the cost-sharing provision for eral nongeneric cancer medications;

(2) Not provide for an increase in enrollec cost sharing for nongencric cancer
medications to any greater extent than the contract provides for an increase in
enrollee cost sharing for other nongeneric covered medications.

The bill also requires that these plans:

(3) Provide coverage for a preseribed, orally administered, nongeneric cancer medication
used to kill or slow the growth of cancerous cells.

But bill language specifies limitations, including that AB 1000 shall:

(4) Not apply to plans/policics that do not provide coverage for prescription drugs;

(5) Not require a plan/insurer to provide coverage for any additional medication;

(6) Not prohibit a plan/insurer from removing a prescription drug from its formulary of
covered prescription drugs;

(7) Not apply to plans purchased hy CalPLERS

The bill would also sunset on January |, 2016, unless otherwise legislated.

Analytic approach and key assumptions
This analysis relies on a number of analytical assumptions.

e Because the bill specifies “medication{s] used to kill or slow the growth of cancerous
cells,” this analysis assumes it would not affect cost sharing for other medications
(antipain, antinausea, etc.) that a cancer patient might use during the course of

chemotherapy.

o Through coverage of hospital and physician/provider services as part of a medical
benefit, all plans and policies—even those without an outpatient prescription
drug/pharmacy benefit—do cover prescription drugs. But the specified limitations make
clear that the bill does not require plans/policies that do not already provide coverage for
nongeneric prescription drugs on an outpatient basis (i.e., no outpatient prescription drug
benefit, or a generic-only benefit) to begin covering them. Therefore CHBRP assumes the

bill would not affect these plans/policies, despite this ambiguity.

e The proposed mandate states that a contract/policy “shall not provide for an increase in
enrollee cost sharing for nongeneric cancer medications to any greater extent than the
contract [or policy] provides for an increase in enrollee [an insured’s] cost sharing for
other nongeneric covered medications.” This language is broad, and may have the effect
of limiting plans’ and insurers’ ability to alter benefit designs for renewing contracts
(e.g., increasing copayments) for its outpatient prescription drug benefit. Given the
myriad of benefit design options that plans/insurers may develop and purchasers may
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choose in response to this provision, this report holds current benefit designs constant and
does not address potential impacts of this provision

The bill establishes a sunset date of January |, 2016 This analysis docs not explicitly
address this provision, in following with CHBRP’s approach of analyzing the impact of
mandates for the 12 months following implementation.

Chemotherapy treatment

The word chemotherapy can indicate the use of any medication (such as aspirin or penicillin) to
treat any disease. However, the term commonly refers to medications used for cancer treatiment.
As specified in the language of the bill, this analysis interprets the term to reter to anticancer
medications, specifically medicines that kill or slow the growth of cancerous cells. Qther
medications that might be prescribed to a person undergoing chemotherapy, such as antinausea,
antipain, or antidiarrhea medications, have been excluded from the analysis because the bill

language excludes them.

Which anticancer medications are recommended to a person with cancer is highly dependent on
the nature of the diagnosed cancer and the stage of disease at the time of diagnosis. Not all
cancers are treated with the same anticancer medications; there may be none, several, or only one
appropriate medication. Furthermore, the recommended anticancer medications may differ for
persons with the same type of cancer, depending on whether treatment is intended for an early or
later stage of the disease, as well as patient-specific characteristics (e.g., kidney or liver

function).

Orally administered, injected, intravenously administered
Anticancer medications can be administered in many ways:

e Oral—taken by mouth (usually as pills);
¢ Intravenous—infused through a vein;
o [njected—injected into a muscle or under the skin,

Other, less common means of administration also exist. Some medications can be applied
topically (as a lotion) or infused directly into another portion of the body (e.g., artery, chest
cavity, bladder, cerebrospinal fluid). Some can be injected directly into a tumor.

The manner in which anticancer medications are administered depends upon the specific
medicine. Traditionally, the intravenous route has been most common. Medications that can be
injected or orally administered are increasingly available and are expected to become even more
present in coming years (Stern, 2008). However, although a few medications are available in
more than one dosage form, most cancer drugs are administered by only one route.
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Cost sharing for prescriplion Drugs

AB 1000 defines “cost sharing” explicitly tor the purposcs ol the scetion as “copayment,
coinsurance, or deductible provisions applicable to coverage for oral, intravenous, or injected
nongeneric cancer medications.” Cost sharing, in gencral, is a requirement by health plans or
health insurers that enrollees pay some portion of health care expenses. Copayments (copays) are
flat dollar amounts an enrollee pays, out-of-pockel. at the time of receiving a health care service
or when paying for a prescription (after any applicable deductible). In such cases, a person may
pay $10, $40, or whatever amount his or her plan contract or policy requires, per prescription.
Coinsurance is the percentage of covered health care costs for which an cnrollee may be
responsible. In such cases, a person may pay 15%. 20%. or whatever amount his or her plan
contract or policy specifies, per prescription. A deductible is the fixed dollar amount an enrollee
is required to pay out-of-pocket within a given time period (usually a year) before reimbursement
begins for eligible health care services. A single enrollee may be subject to any, all, or none of
these cost-sharing requirements, depending upon the terms of the plan contract or policy in
which he or she is enrolled. There are a variety of cost-sharing provisions currently used in
California, so cancer patients are subject to a variety of cost-sharing requirements for oral

anticancer medications.

It is important to note that cost-sharing arrangements found in health insurance in California
differ from what is present in other states or available nationally. These differences may alter the
impact AB 1000 could have in California, as opposed to the impact similar legislation could have
elsewhere. For Californians with employer-based health insurance, flat dollar copays are more
common than coinsurance (CHCF, 2009). For costly medications, flat dollar copays frequently
result in less patient out-of-pocket expenses than do other forms of cost sharing, such as

coinsurance.

Tiers may be used to differentiate cost-sharing levels for subcategories of drugs covered under
the outpatient pharmacy benefit. “Tiers” refer to variation in copayments (or other cost sharing)
that is based on the drug that is being covered, the lower tiers usually being less costly to both
the enrollee and to the health plan or insurer. A two-tier system would usually separate generic
from nongeneric (brand name) medications, and a three-tier system would further divide
nongeneric medications into “preferred” and “not preferred,” the latter being the third tier. When
a system includes a fourth tier, the fourth tier includes “specialty drugs,” which are typically very
costly. In a four-tier system, many of the more expensive oral anticancer medications would be
“fourth tier” and so subject to significantly higher cost-sharing requirements. For costly
medications, a four-tier structure for an outpatient pharmacy benefit frequently results in greater
patient out-of-pocket expenses. Four-tier structures for outpatient pharmacy benefit cost sharing

are less common in California than nationally (CHCF, 2010).

For the reasons listed, many Californians may not be exposed to the high levels of cost sharing
for oral anticancer medications that have been reported in other states. Therefore, incidents of
high cost sharing for oral anticancer medications reported in the national media would be much
less common in California. A recent study of national health care costs supports this conclusion,
finding that Californians have the lowest percentage of insured persons with a high financial

April 21,2011



burden (Cunningham, 2010). Furthcrinore, approximately 87% of enrollees who have health
insurance that would be altected by AB 1000 are enrolled in DMIIC regulated plans, which
currently have limits on outpatient prescription drug, cost sharing (see the lollowing text)

Existing California requirements

No current California mandate requires coverage of prescription medications, and no mandates
currently specify the terms of cost-sharing provisions specifically for oral anticancer
medications. However, a number of requirements impact coverage ol prescription medications

at benelits not be subject to “exclusion,
he benefit illusory.”™* DMHC-
ing prescription drug cost sharing."’

For DMHC-regulated pians, the Department requires th
exception, reduction, deductible, or copayment that renders t
regulated plans are also subject to specific limitations regard
Cost-sharing (copayments, coinsurance, and deductibles) rules require the following:

1. A copayment cannot exceed than the retail price of the drug.
2. A copayment or percentage coinsurance shall not exceed 50% of the “cost to the plan.”

3. If a plan uses coinsurance, it must ¢ither:
a. Have a maximum dollar amount cap on the percentage coinsurance that will be

charged for an individual prescription;
b. Apply toward an annual out-of-pocket maximum for the product; or

c. Apply toward an annual out-of-pocket maximum for the prescription drug benefit.

CDI-regulated policies are not subject to these requirements.

Other requirements that might interact with AB 1000 are listed below, by Health and Safety
Code (H&S), and Insurance Code (IC), where applicable.

H&S1367.21/IC10123.195 prescription drugs: Off-label use

Mandate to cover “off-label” uses of FDA-approved drugs—-uses other than the specific FDA-
approved use—in life-threatening situations and, in cases of chronic and seriously debilitating
conditions, when a set of specified provisions regarding evidence are met.

H&S 1367.22 prescription drugs: Coverage of previously covered drugs; medically appropriate
alternatives

Mandate to cover prescription drugs if the drug previously had been approved for coverage by
the plan for a medical condition of the enrollee and the plan’s prescribing provider continues to
prescribe the drug for the medical condition, provided that the drug is appropriately prescribed
and is considered safe and effective for treating the enrollee’s medical condition.

14 California Code of Regulations Section 1300.67.4
' California Code of Regulations, Section 1300.67.24.
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H&S 1367.6/IC 10123 &8 breuast cancer benefits
Mandate to provide coverage lor screening for, diagnosis ofl and treatment for breast cancel

H&S 1367.24 authorization for nonformulary prescription drigs
Mandate to review coverage for nonformulary drugs.

Requirements in other states

CHBRP is aware of nine states that have mandates related to cost sharing for oral cancer drugs,
though none is precisely equivalent to AB 1000. These are: Oregon, Vermont, Indiana, fowa.
Hawaii, Colorado, Connecticut, Kansas, and Minnesota (BCBSA, 2010). Orcgon passed the first
such law in 2007, mandating that plans that provide coverage for cancer chemotherapy treatment
cover “prescribed, orally administered anticancer medication used to kill or slow the growth of
cancerous cells on a basis no less favorable™ than intravenously adiministered or injected
medications.!” Vermont’s statutory language is similar, but specifies that coverage be no less
favorable “on a financial basis.”'* Indiana law states that coverage for prescribed, orally
administered chemotherapy used to kill or slow the growth of cancer “must not be subject to
dollar limits, copayments, deductibles, or coinsurance provisions that are less favorable to an
insured” than those that apply to coverage for intravenously injected medications."® lowa
prohibits plans and insurers from “discriminate[ing] between coverage benefits” for prescribed,
orally administered anticancer medication and covered intravenous-administered/injected
medications “regardless of formulation or benefit category,” and applies the same “kill or slow”
definition for oral medications.?’ Hawaii requires equal coinsurance percentage or copayment
amounts for medically necessary chemotherapy across both orally and intravenously
administrated forms, statutorily defining the two forms-—-both as physician-prescribed cancer
treatment—and additionally delineating “oral chemotherapy” as FDA-approved.”' In 2010,
Colorado, Connecticut, Kansas, and Minnesota also enacted legislation related to oral cancer

drugs (BCBSA, 2010).

Background of the disease or condition

Nearly one in two Californians born today will develop cancer at some point in his or her
lifetime (CCR, 2010). There are an estimated 144,000 cases of cancer diagnosed each year,
whereas approximately 1.3 million Californians alive today have a history with the disease
(CCR, 2010). It is estimated that 45% of cancer cases occur in the non-elderly population—i.e.,
the population most relevant to SB 961 (CHBRP, 2010; CCR, 2010). Nearly one-quarter of
deaths in California result from cancer, with approximately 55,000 deaths each year (CCR,

' Due to this existing mandate, persons enrolled in policies without pharmacy benefits may still have coverage for
prescriptions related to breast cancer treatment, including oral anticancer medications. However, responses to
CHBRP’s Bill-Specific Survey indicating no coverage for oral anticancer medications did not specify breast cancer
treatment as an exception. Therefore, CHBRP assumes in this analysis that no exception would be made for persons

with a breast cancer diagnosis.

' Oregon Revised Statutes, Volume 16, Chapter 743A.068.

'® Vermont Statutes, Title VIII, Part 3, Chapter 107, Subchapter [ 1, Section 4100h.
'” Indiana Code 27-8-32 and 27-13-7-20.

% Jowa Code, Title XIII, Subtitle 1, Chapter 514C.24.

! Hawaii Revised Statutes, Volume 9, Chapter 432:1-116.
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2010). Early diagnoses, through population-based screening, as well as advances it cancer
treatment, have greatly improved survival rittes of cancer patients. In California, the relative 5
year survival rate from all cancers is 63% (CCR, 2010).

The treatment options for cancer depend on the type of cancer, as well as the stage of diagnosis,
and include surgical removal, radiation treatment, and medications, including chemotherapy
(which may include oral anticancer medications). Medications used for patients undergoing
cancer treatment include those that are used to kill or slow the growth of cancer cells (i.e.,
anticancer medications) as well as medications that are used to alleviate pain or reduce the side
effects of chemotherapy (not affected by AB 1000). Traditionally, anticancer medications werc
delivered either through intravenous (1V) Huid or through injection in a physician’s office or
hospital. Recently, oral anticancer medications have also been used in cancer treatment either as
an adjunct to [V therapy, as a substitution for IV therapy, or alone. Oral anticancer medications
are being prescribed more frequently for cancer treatment (DeMario and Ratain, 1998; O’ Neill
and Twelves, 2002.) An estimated 25% of anticancer agents currently in development are oral
cancer treatments (Kuppens et al., 2005). Many of the most prevalent cancers in California,
including breast cancer and colorectal cancer, can be treated using oral anticancer medications

(CCR, 2010).

Potential Effects of Federal Affordable Care Act

The federal “Patient Protection and Affordable Care Act” (P.L.111-148) and the “Health Care
and Education Reconciliation Act” (H.R.4872) were enacted in March 2010. These laws
(together referred to as the “Affordable Care Act [ACA]”) are expected to dramatically affect the
California health insurance market and its regulatory environment, with most changes becoming
effective in 2014. How these provisions are implemented in California will largely depend on
pending legal actions, funding decisions, regulations to be promulgated by federal agencies, and
statutory and regulatory actions to be taken by California state government.

The provisions that go into effect during the transitional years (201 1-2013) would affect the
baseline, or current enrollment, expenditures, and premiums. It is important to note that
CHBRP’s analysis of specific mandate bills typically address the marginal effects of the mandate
bill—specifically, how the proposed mandate would impact benefit coverage, utilization, costs,
and public health, holding all other factors constant. CHBRP’s estimates of these marginal
effects are presented in this report. Each of the provisions that have gone into effect by January
2011 has been considered to determine whether they may affect CHBRP’s 2011 Cost and
Coverage Model. There are still a number of provisions that have gone into effect for which data
are not yet available. Where data allow, CHBRP has made adjustments to the Cost and Coverage
Model to reflect changes in enrollment and/or baseline premiums. These adjustments are

discussed in further detail in Appendix D.

A number of ACA provisions will need regulations and further clarity. One example is the
ACA’s requirement for certain health insurance to cover “essential health benefits.” Effective
2014, Section 1302(b) will require small-group and individual health insurance, including
“qualified health plans” that will be sold in the California Exchange, to cover specified
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categories of benefits. These essential health benetits (Ll 13s) are detined as ambulatory patient
services; emergency services; hospitalization: maternity and newborn care; mental health and
substance use disorder services. including behavioral health treatment; prescription drugs;
rehabilitative and habilitative scrvices and devices; laboratory services: preventive and wellness
services and chronic disease management; and pediatric services, including oral and vision care
The Secretary of Health and Human Services is charged with defining these categorics through
regulation, ensuring that the EHB floor “is equal to the scope of benefits provided under a typical
employer plan.” In addition, the ACA would allow a state to “require that a qualified health plan
offered in [the Exchange] offer benefits in addition to the essential health benefits.” If the state
does so, the state must make payments to delray the cost of those additionally mandated benefits,
either by paying the individual directly, or by paying the qualified health plan. This ACA
requirement could interact with existing and proposed California benefit mandates, especially if
California decided to require qualified health plans to cover California-specific mandates, and
those mandates were determined to go beyond the EHB floor. Federal regulations regarding
which benefits are to be covered under these broad EHB categories and other details, such as
how the subsidies for purchasers of qualified health plans are structured, are forthcoming.*

Essential health benefits offered by qualified health plans in the Exchange and potential

interactions with AB 1000
The ACA requires beginning 2014 that states “make payments. ..to defray the cost of any
additional benefits” required of QHPs sold in the Exchange beyond the essential health benefits

(EHBs) outlined in the ACA.”

EHBs explicitly include “prescription drugs.”®* In order to determine whether any additional
state fiscal liability as it relates to the Exchange would be incurred under AB 1000, the following

factors would need to be examined:

* A determination of whether AB 1000 actually constitutes a requirement of “additional
benefits”, given provisions (c), (d). and (e), which state that it does not require the
coverage of additional medications, does not prohibit plans/insurcrs from removing drugs
from formulary, and does not apply to plans that do not provide coverage for prescription
drugs;

e The scope of “prescription drug” benefits in the final EHB package;

A determination of whether the cost-sharing requirement under AB 1000 is consistent

with the cost-sharing structures of the QHPs to be offered in the California Exchange;

» The number of enrollees in QHPs; and
e The methods used to define and calculate the cost of additional benefits.

% For further discussion on EHBs and potential interaction with state mandates, please see, California’s State Benefit
Mandates and the Affordable Care Act's "Essential Health Benefits” available at:
http://www chbrp.org/documents/ACA-EHB-Issue-Brief-01 121 |.pdf.

> Affordable Care Act, 1311(d)(3)(B).
* Affordable Care Act, Section 1302(b)(1)(F).
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MEDICAL EFTTCTIVENESS

As indicated in the Introduction, AB 1000 would require health plans and healih insurance
carriers that provide coverage for chemotherapy treatment for cancer to provide coverage for
orally administered medications that are used to kill or slow the growth of cancer cells, on the
same basis as anticancer medications that arc intravenously administered or injected. To date, the
U.S. Food and Drug Administration (FDA) has approved 42 oral anticancer medications. Thesc
medications are used to treat 57 different of types of cancers and play a variety of roles in cancer
treatment. This section of the report provides an overview of oral anticancer medications. AB
1000 would apply to such a large number of medications that a systematic review of the
literature on the effectiveness of all of them was not fcasible for this analysis.

Appendix C contains two tables that list all of the oral anticancer medications approved by the
FDA for marketing and sale in the United States. Table C-1 lists all oral anticancer medications
in alphabetical order by brand name and also indicates the name of the agent (i.e., the generic
name). Table C-2 provides additional informmation about each of these medications. Both the
brand name and agent are indicated for each drug, as well as the year during which the FDA
initially approved the drug. The cancer(s) that each medication is used to treat is listed, along
with a description of the medication’s role in treatment (e.g., used to treat early stage vs.
advanced cancer, used alone or in combination with other medications). The table also indicates
whether an intravenous/injectable alternative to the medication is available in the United States

and whether a generic version is available.

Literature Review Methods

The medical effectiveness analysis draws heavily on research conducted for CHBRP’s analysis
of SB 961 (CHBRP, 2010). Descriptive information on oral anticancer medications has been
updated, but the literature search and effectiveness analysis are adapted from the 2010 analysis.
The conclusions of that analysis remain relevant to this analysis of AB 1000, for which the

medical effectiveness questions remain the same.

A literature search was performed to retrieve literature that summarized trends in the
development of oral anticancer medications and described the manner in which these
medications are used. The search was limited to oral medications that are used to kill or slow the
growth of cancer cells and that are prescribed to persons with a cancer diag,nosis.25 Oral
medications that are prescribed to persons with cancer to alleviate pain or to reduce the side
effects of chemotherapy (e.g., antianemia medications %, antiemetic medications *’) were

* Some oral medications used to treat cancer are also used to treat other diseases. CHBRP limited its analysis to
persons diagnosed with cancer, because AB 1000 would apply only where these medications are used to treat

cancer,
% Anemia is a condition that develops when a person’s blood does not contain a sufficient number of healthy red

blood cells. Persons with cancer who receive anticancer medications are at increased risk for anemia because
treatment can kill healthy red blood cells as well as cancer cells. These patients are often prescribed antianemia

medications to reduce the risk of developing this condition.
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excluded because AB 1000 would not apply to them ‘The literature scarch was limited to articles
published in English from 2009 to carly 2010 because the California I Iealth Benefits Review
Program (CHBRP) performed a similar scarch in 2009 for its report Analysis of Senate Bill 161
Health Care Coverage: Chemaothcrapy Treatment (CHBRP, 2009). The following databases that
index peer-reviewed journals wure searched: PubMed (MEDLINE), the Cochrane Library,
Scientific Web Plus, Scopus, Web of Scicnce, and Google Scholar. A total ol 244 citations were
retrieved. Ten pertinent studies were identified and reviewed. A more thorough description of the
methods used to conduct the medical clfectiveness review and the process used to grade the
evidence for each outcome measure is presented in Appendix B: Literature Review Methods

Overview of Oral Anticancer Mcdications and Their Uses

Anticancer medications may be administered intravenously, by injection, or orally. Although oral
anticancer medications have becn available for many years (Bedell, 2003; Weingart et al., 2008),
the number of oral anticancer medications approved by the FDA has grown dramatically over the
past decade. This trend is likely to continue. According to a report issued by the National
Comprehensive Cancer Network (NCCN), experts estimate that 400 anticancer medications are
currently under development, and approximately 25% of them are planned to be administered

orally (Weingart et al., 2008).

Substitutability of Oral and Intravenous/Injectable Anticancer Medications

For many oral anticancer medications, there are no intravenous or injected substitutes (and vice
versa). However, there are some important exceptions. One of the most widely used oral
anticancer medications for which an intravenous or injected alternative is available is Xeloda
(generic name = capecitabine), an oral prodrug28 of 5-fluorouracil (5-FU), an intravenous
medication that has been used for a number of years to treat metastatic breast and colon cancers
(Aisner, 2007; Walko and Lindley, 2005). Other oral anticancer medications for which
intravenous or injected alternatives are available include Temodar (generic name =
temozolamide), Cytoxan (generic name = cyclophosphamide), Vepesid (generic name =
etoposide), and Hycamtin (generic name = topotecan hydrochloride).” (See Table C-2 for a
complete listing of oral anticancer medications for which intravenous or injected substitutes are

available.)*

%7 Antiemetic medications are medications used to alleviate nausea and vomiting, which are common side effects of

anticancer medications.

*8 A prodrug is a type of anticancer medication that is administered in the inactive or a less-active form, which the
body metabolizes into an active form. Prodrugs are used to optimize absorption, distribution, metabolism, or
excretion of a medication or to improve a medication’s ability to target cancer cells.

% Personal conversation with Betty Chan, PhannD, February 2010.
*® For some persons with health plans or health insurance policies to which AB 1000 would apply, copays and other

forms of cost sharing for intravenous or injected anticancer medications are lower than cost sharing for oral
anticancer medications. In other cases, cost sharing for intravenous or injected anticancer medications is higher than

cost sharing for oral anticancer medications
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Availability of Generic Equivalents lor Oral Anticancer Medications

The provisions of AB 1000 would only apply to cost sharing for rongeneric oral anticancer
medications. Most oral anticancer medications ure available only as brand-name (i.c.,
nongeneric) medications. Generic equivalents are available for only 10 of the 42 oral anticancer
medications approved by the 'DA (see Table C-2). Many oral anticancer medications are
relatively new medications for which the pharmaceutical company that developed the medication
(i.e., the brand-name manufacturcr) has exclusive marketing rights and/or for which the patent
has not expired. In other cases, manufacturers do not currently market generic equivalents of

brand-name drugs.

Although generic equivalents are available for less than one-quarter of oral anticancer
medications, they account for a large percentage of prescriptions filled for these medications. In
2010, CHBRP estimated that tamoxifen, a generic oral anticancer medication used to treat breast,
endometrial, ovarian, and uterine cancers, would account for 24.1% of prescriptions filled for
oral anticancer medications in California (CHBRP, 2010). A generic equivalent recently became
available for Arimidex (generic name = anastrozole), another oral anticancer medication used o
treat breast, endometrial, ovarian, and uterine cancers. CHBRP estimates that Arimidex
accounted for 39.3% of prescriptions for nongeneric oral anticancer medications filled in
California in 2009. Methotrexate sodium, a generic oral anticancer medication used to treat 10
types of cancer, was estimated to account for 10% of prescriptions filled.* Cost sharing for
generic medications would not be directly affected by the provisions of AB 1000.

Types of Oral Anticancer Medications

Oral anticancer medications may be divided into three major categories of medications:

¢ Cytotoxic agents;
e Targeted agents;

e Endocrine agents.

Cytotoxic agents were the first type of anticancer medication developed.’® They include some of
the first oral anticancer medications, such as Myleran (generic name = busulfan), Leukeran

3! Methotrexate sodium is used to treat acute promyelocytic leukemia, multiple types of bladder cancer, bone cancer,
breast cancer, central nervous system tumors, desmoid tumors, gestational trophoblastic tumors, head and neck
cancers, lung cancer, and multiple types of non-Hodgkin lymphoma.

%2 Cytotoxic agents can be divided into several major categories. Alkylating agents are a type of cytotoxic agent that
interferes with the reproduction of cancer cells by breaking DNA strands. Antimetabolites are a type of cytotoxic
agent that prevents the replication of cancer cells by interfering with the synthesis and repair of DNA. Other types of
cytotoxic agents include antiangiogenic agents (i.e., medications that prevent the spread of cancer cells by blocking
the development of new blood vessels), and natural compounds (i.e., plant alkaloids) (Bedell, 2003).
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(generic name = chlorambucil), Purincthol (generic name = mercaptopurine), and methotrexate
sodium (Bedell, 2003; Weingart et al., 2008). One major limitation ol both oral and intravenous
cytotoxic agents is that they are associated with a high rate of side eflects because they kill
healthy cells, as well as cancer cells.

A number of new cytotoxic agents have been approved by the FDA over the past |5 years. One
of the most widely used new cytotoxic agents is Xeloda (generic name = capecitabine). As
indicated previously, Xeloda is an oral prodrug of 5-fluorouracil (5-FU), an intravenous
medication. Other newer cytotoxic agents include Revlimid (generic name = lenalidomide) and

Zolinza (generic name = vorinostat) (Aisner, 2007).

Targeted agents, also referred to as biological agents, arc drugs that are targeted at specific
cancer biologic pathways (Bedell, 2003; Weingart et al., 2008). Most new oral anticancer
medications are targeted agents. Targeted agents currently approved by the FDA for use in the
United States include Afinitor (generic name = everolimus), Gleevec (generic name = imatinib
mesylate), Iressa (generic name = gefitinib), Nexavar (generic name = sorafenib), Sprycel
(generic name = dasatinib), Sutent (generic name = sunitinib), Tarceva (generic name =
erlotinib), Tasigna (generic name = nilotinib), Tykerb (generic name = lapatinib) (FDA, 2010a;
NCCN, 2010; NCI, 2010; Weingart et al., 2008).

Endocrine agents are a third class of oral anticancer medications. Endocrine agents are not
chemotherapeutic agents per se because they do not directly kill or slow the growth of cancer
cells. Rather, these medications interfere with the activity of hormones in the body that can
promote the development, growth, and spread of cancer cells, such as estrogen and androgen.
Endocrine agents would be covered by AB 1000 because they are used to regulate the production
of hormones associated with cancer. They are used to treat cancers in which hormones play a
major role, such as certain types of breast cancer, endometrial cancer, ovarian cancer, uterine
cancer, and prostate cancer. Endocrine agents include tamoxifen, a medication that prevents
tumors from using estrogen, that is used primarily to treat or prevent breast cancer. Over the past
15 years, a new class of endocrine agents for treatment of cancers associated with estrogen have
been developed. These medications, known collectively as aromatase inhibitors, are most
frequently used to treat advanced breast cancer and prevent the recurrence of early stage breast
cancer among postmenopausal women (Gibson et al., 2009; NCCN, 2010; NCI, 2010).
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Roles of Oral Anticancer Medications in Cancer Lreatment

Oral anticancer medications arc uscd (o treat {requently diagnosed cancers, such as breast, lung,
prostate, and colorectal cancers. ' hey are also uscd for rare cancers, such as adrenocortical
cancer (cancer of the adrenal gland), dermatofibrosarcoma protuberans (a cancer ol the dermis

layer of skin), and retinoblastoma (an cyc cancer).

The roles of oral anticancer medications in cancer treatment vary. Some oral anticancer
medications, most notably tamoxifen and aromatasc inhibitors, are used to reduce the likelihood
of recurrence of cancer in patients with early stage cancers who were previously treated with
surgery, radiation, and/or intravenous anticancer medications. Others, such as Gileevec (generic
name = imatinib mesylate), are taken on an ongoing basis to prevent the growth of cancer cells.
Still others, such as Xeloda (generic name = capcecitabine) and Zolinza (generic name =
vorinostat), are used to treat metastatic cancers, recurrent cancers, or cancers that cannot be

surgically removed.

Oral anticancer medications may be used as “first-line” treatments for persons newly diagnosed
with cancer or as “second-line” treatments for persons who do not respond to first-line
treatments. Treatment of chronic myeloid leukemia provides an illustration. One oral anticancer
medication, Gleevec (generic name = imatinib mesylate), is used as a first-line treatment for
O chronic myeloid leukemia. Persons with chronic myeloid leukemia who cannot tolerate Gleevec
or whose cancers do not respond to it may be prescribed one of two second-line oral
medications, Sprycel (generic name = dasatinib) or Tasigna (generic name = nilotinib) (NCCN,

2010).

Some oral anticancer medications are used alone, whereas others are used in combination with
intravenous medications. Still others are used either alone or in combination with other
anticancer medications depending on the cancer they are being used to treat or the severity or
stage of the cancer. Many are used following surgery to resect (remove all or part of) a tumor. A
few are used to reduce the size of a tumor prior to surgery. For example, tamoxifen and the
aromatase inhibitors may be given to postmenopausal women with estrogen receptor—positive
breast cancer> prior to surgery if they choose to have breast-conserving surgery (i.e.,
lumpectomy) instead of a mastectomy. Some oral anticancer medications are used concurrently
with radiation therapy. An example is Temodar (generic name = temozolomide), which is used
concurrently with radiation to treat persons who are newly diagnosed with glioblastoma
multiforme, a form of brain cancer (NCCN, 2010; NCI, 2010).

: 33 Estrogen receptor—positive breast cancer is a form of breast cancer in which the proliferation of breast cancer cells

is controlled by estrogen. °
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Effectiveness of Anticancer Medications

It is important to recognize that what constitutes an effective oral anticancer medication varies
depending on the purpose for which a medication is being used. In the case ol medications that
are used to treat an early stage cancer or prevent recurrence of an early stage cancer, an effective
medication is one that enables a person to live diseasc-free for multiple years. Where
medications are used to treat advanced or metastatic cancers, patients are unlikely to attain long
periods of disease-free survival In the context of advanced and metastatic cancer, an elfective
medication is generally considered one that improves quality of life and/or prolongs survival or
prevents disease progression tor a period of months rather than years.

The complexity of cancer treatment makes it difficult (o evaluate the effectiveness of individual
oral anticancer medications. Many oral anticancer imedications are prescribed as part of
multidrug regimens. When paticents receive more than one medication at a time, one cannot
easily assess the impact of any single medication. In addition, persons with 1nany of the cancers
treated with oral anticancer medications are also treated with surgery and/or radiation Except
where all patients prescribed an anticancer medication(s) receive exactly the same surgical or
radiation treatments, one cannot determine whether differences in outcomes are due to the
medication or to variation in surgical or radiation treatment. Even where treatments are identical,
effectiveness may vary depending on the type of cancer, cancer stage (e.g., local vs. metastatic
disease), the role of hormones in producing the cancer (if any),* and other factors.

* For example, tamoxifen and aromatase inhibitors reduce the risk of recurrence of breast cancer among women
with estrogen receptor--positive breast cancers, but do not benefit women with breast cancers that are not triggered

by estrogen (i.e., estrogen receptor-negative breast cancer).
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BENEFIT COVERAGL, UT'TLIZATION, AND COST IMPACTS

AB 1000 would require all health plans and policics that provide coverage for cancer
chemotherapy treatment to review the percentage cost share tor oral nongeneric (brand name)
anticancer medications and injected/intravenons nongencric anticancer medications, applying the
lower of the two as the cost-sharing provision for oral nongeneric anticancer medications.
DMHC-regulated health care scrvice plans and CDI-regulated health insurance policics with
coverage for outpatient prescription drugs would be affected by AB 1000, excluding plans
purchased by the California Public lmployees’ Retircment System (C'alPERS)

This section presents current, or haseline, costs and coverage related to non generic oral cancet
medication, and then details the estimated utilization, cost. and coverage impacts of AB 1000.
For further details on the underlying data sources and methods, please see Appendix D) at the end

of this document.

In order to conduct its analysis within the required 60-day timeframe, CHBRP compared current
cost sharing for nongeneric oral anticancer medications to current cost sharing for nongeneric
injectable/intravenous anticancer medications. CHBRP then assumed that postmandate
compliance would result in the lower of the two cost-sharing percentages being applied to oral
anticancer medications. This analysis draws on the approach used to analyze SB 161 (CHBRP,
2009), a bill that would have had benefit coverage, utilization, and cost impacts similar to AB
1000. The updated analysis takes into account differences in bill language, but relies on some

previous data.

Present Baseline Cost and Coverage

Current Coverage of Mandated Benefit

AB 1000 would affect the coverage of approximately 20.1 million enrollees in DMHC-regulated
health care service plans and CDI-regulated health insurance policies in California with
outpatient prescription drug coverage (Table 3). This excludes the estimated 968,000 enrollees
who do not have outpatient prescription drug coverage, and the 831,000 enrollees in plans
purchased by CalPERS, which are exempt from the mandate.

As discussed in the Introduction, all plans and policies subject to AB 1000—even those without
an outpatient prescription drug/pharmacy benefit—cover some form of prescription drugs under
benefits covering hospitalization or outpatient visits or procedures. But the bill explicitly does
not require plans/policies that do not provide coverage for nongeneric prescription drugs as part
of their prescription drug benefit to begin covering nongenerics. For example, a policy that only
includes coverage for generic drugs as part of their outpatient prescription drug benefit would not

be required to cover brand-name (nongeneric) drugs under AB 1000.
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Based on CHBRP’s 2010 Bill-Specilic Coverage Survey. and CHBRP's 2011 Annual Premiums
and Coverage Survey, CHBRP estimates that 527,000 cnrollees subject to the mandate with an
outpatient prescription drug benefit (2.6%) have no coverage for outpatient nongeneric oral
anticancer medications, because they have a generic-only benetit. 2

Cost-sharing provisions for anticancer medications provided on an outpatient basis vary widely
by contract/policy. Enrollees who have coverage for oral anticancer medications generally access
the coverage as an outpatient prescription drug benefit. Copayments for these benefits generally
range from $0 to $50 per prescription. However, medication cost sharing provisions for some
enrollees are in the form of coinsurance, which can range from 0% to 40% after any applicable
deductible has been met. The deductible amount also varies by contract/policy.

In terms of publically purchased coverage, Medi-Cal Managed Care and Managed Risk Medical
Insurance Board (MRMIB) plans (including plans for the Healthy Families Program [HFP],
Access for Infants and Mothers [AIM], and Major Risk Medical Insurance Program [MRMIPJ)

all provide coverage for nongeneric oral anticancer medications.

Current Utilization Levels and Costs of the Mandated Benefil

Based on Milliman’s analysis of 2009 California claims data, CHBRP estimates that enrollees
with coverage of oral anticancer medications receive 11.05 prescriptions of nongeneric oral
anticancer medication per year per 1,000 enrollees (Table 1) and that 0.3% of enrollees with
coverage subject to the mandate will use nongeneric oral anticancer medications in a year. Of the
enrollees using all forms of nongeneric anticancer medications, CHBRP estimates that 62.9% use
oral only, 29.2% use injected or intravenous only, and 8.0% use a combination of oral and

injected/intravenous anticancer medications.

The estimated average annual cost per nongeneric oral anticancer medication prescription for
2011 is $1,480.65. The percentage distribution of prescriptions, the average cost (health plan cost
plus enrollee cost sharing), and the distributions of total cost are presented in Table 2.

% Six of the seven largest health plans and insurers in California that were surveyed responded to the SB 161 (2009)
survey. Responses to the survey represented 76.5% of the CDI-regulated market and 90.5% of DMHC-regulated
market. Combined, responses to this survey represented 88.4% of the privately insured market.

% This relies on data from CHBRP’s 2010 Bill-Specific Survey of specifying the percentage of enrollees with brand-
name drug coverage. This proportion was then applied by market segment to data on outpatient prescription drug
coverage from CHBRP’s 2011 Annual Enrollment and Premium Survey to produce these estimates,
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Table 2. Outpatient Nongencric Oral Anticancer Medication Prescriptions, 2011

Percentage Average { Percentage
of Cost of Total
Name Prescriptions | Per Prescription (a) | Cost(a) |
Arimidex (b) 40.5% $677 23 18.5%
Femara 20.9% $701 26 9.9%
Aromasin 10.4% $619.49 4.4%
Xeloda 8.7% $2.096 07 12.4%
Gleevec 5.8% $6,118 76 23.9%
Temodar 4.6% $3,12741 9.7%
Tarceva 2.5% $4,672.25 8.0%
Casodex 1.6% $825.44 0.9%
Tykerb 1.0% $3,882.59 2.6%
Sprycel 0.7% $6,794.43 3.1%
Nexavar 0.7% $6,835 49 3.0%
Megace ES 0.5% $727.97 0.2%
Purinethol 0.3% $467 21 0 1%
Fareston 0.2% $770.41 0.1%
Alkeran 0.2% $159.71 00%
Leukeran 0.2% $350.07 0.1%
Trexall 0.2% $230 .20 0.0%
Zolinza 0.2% $9,558 .40 1.1%
CeeNU 0.2% $88.38 0.0%
Matulane 0.1% $1,260.16 0.1%
Tasigna 0.1% $9,997.56 0.8%
Afinitor 0.1% $7,663.14 0.6%
Vesanoid 0.1% $6,124 31 0.5%
Other 0.3% $899.55 0.2%
TOTAL/AVERAGE 100.0% $1,480.65 100.0%

Source: California Health Benefits Review Program, 201 |
Notes: (a) “Cost” here represents the total of amounts paid by the health plan/insurer plus amounts paid by the

patient, out-of-pocket, due to cost-sharing provisions of his/her plan contract or policy (cost sharing may take the
form of copays or coinsurance and either may have applicable deductibles or annual/lifetime caps).

(b) Generic equivalents recently became available for Arimidex (generic name = anastrozole), which is used to treat
breast, endometrial, ovarian, and uterine cancers. Therefore, the figures present in this table for Arimidex would be

expected to change as use of the generics increases.

Table 2 notes which are the three most frequently prescribed nongeneric oral anticancer
medications:

e Arimidex—40.5% of prescriptions;

e Femara—20.9% of prescriptions;

e Aromasin—10.4% of prescriptions.

Table 2 also notes that the three most expensive nongeneric oral anticancer medications on an
average cost per prescription basis are:

e Tasigna—$9,997.56 per prescription;
e Zolinza—3$9,558.40 per prescription;
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e Nexavar—$6,835.49 per prescription.
As a percent of total costs, these are:

o  Gleevec—22.4% of total costs
o Arimidex—18.4% of total costs
e Xeloda—11.6% of total costs

The Extent to Which Costs Resulting From Lack of Coverage Arc Shifted to Other Payers,

Including Both Public and Private Entities

Because AB 1000 would not expand coverage for nongeneric oral anticancer medications, the
costs potentially being shifted to other payers premandate that may change postmandate would
be those for covered benefits. CIIBRP recognizes that some portion of out-of-pocket expenses
for covered benefits by enrollees utilizing nongeneric oral anticancer medications may be shifted
to public programs, or to drug-assistance or charitable programs, but the extent of such a

potential shift is unknown.

Public Demand for Coverage

As a way to determine whether public demand exists for the proposed mandate (based on criteria
specified under CHBRP’s authorizing statute), CHBRP reports on the extent to which collective
bargaining entities negotiate for, and the extent to which self-insured plans (which are not
regulated by DMHC or CDI and therefore not subject to state-level mandates) currently have,
coverage for the benefits specified under the proposed mandate.

Currently, the largest public self-insured plans are the PPO plans offered by CalPERS. These
plans provide coverage and benefits similar to those offered in the group health insurance market

subject to the mandate.

To further investigate public demand, CHBRP also utilized the mandate-specific health plan and
insurer survey to ask carriers administering plans or policies for other (non-CalPERS) self-
insured group health insurance programs whether the relevant coverage and benefits differed
from what is offered in the commercial markets. The responding carriers to the survey indicated
that there were no substantive differences (CHBRP, 2009).

In general, unions negotiate for broader contract provisions such as coverage for dependents,
premiums, deductibles, and broad coinsurance levels. >’ It is possible that such negotiations can
impact the cost-sharing arrangements for anticancer medications; however, whether they do is

unclear.

*7 Personal communication with the California Labor Federation and member organizations, January 2009,
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Impacts of Mandated Coverage

How Would Changes in Coverage Related to the Mandate A ftect the Benelil of the New]
Covered Service and the Per-Unit Cost?

Impact on per-unit cost

CHBRP estimates that the mandate would have no measurable short-term effect on the per-unit
costs of nongeneric oral anticancer medications or the per-unit cost of other anticancer
medications, primarily because CIHBRP does not project a measurable change in utilization of
nongeneric oral anticancer medications due to the mandate.

Postmandate coverage

AB 1000 would not require coverage for nongeneric oral anticancer medications for enrollees
currently without it. Therefore, CHHBRP estimates that the percentage of altected enrollecs with
coverage for nongeneric medications would remain 97.4% postmandate.

Changes in coverage as a resull of premium increases
CHBRP projects no measurable impact on the number of persons who are uninsured because the
estimated premiums increase is cstimated to be approximately 0.0036%- —wbich is less than the
1% threshold at which CHBRP would estimate a change in the number of persons covered by

insurance.

How Would Utilization Change as a Result of the Mandate?

Overall utilization rates (expenses) are not projected to change as a result of the mandate. Among
enrollees who had coverage prior to the mandate, CHBRP estimates a reduction of $2,650,000
for the insured population subject to the mandate in out-of-pocket expenses due to the mandate’s
required changes in enrollee cost-sharing provisions. CHBRP modeled the shifi of cost sharing
by comparing the cost-sharing percentage of outpatient nongeneric oral anticancer medications
and cost-sharing percentage of nongeneric injectable/intravenous anticancer medications, and
then assuming, postmandate, that the lower of the two cost-sharing percentages would be applied
to the nongeneric oral anticancer medications (see Appendix D for details).

CHBRP assumes no increase in the number of users and no increase in the units of nongeneric
oral anticancer medication or utilization of nongeneric oral anticancer medications among
existing users of anticancer medications. As with other health benefits, CHBRP recognizes that a
decrease in out-of-pocket expenditures may make it easier for some enrollees to use more drugs
or more-expensive drugs, regardless of their medical effectiveness, or may encourage some
patients to use nongeneric oral anticancer medications when they would otherwise have forgone
them, delayed their use, or used generic versions. Additionally, CHBRP recognizes there may be
pharmaceutical company—induced demand. However, CHBRP concluded that such potential
increases would not measurably affect utilization. CHBRP’s assumptions are supported by the

following evidence:
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overage for nongeneric oral anticancer mudications Lo
t cost sharing tor nongencric oral
enclil coverage for these

« AB 1000 would not extend benehit ¢
enrollees currently without coverage. 1l would only aftee
anticancer medications for those enrollees alrcady with b

medications.

anticancer medications is low. Cancer isa lite-threatening
illness, and patients will tend to do whatever they can to comply with prescribed treatments
Price elasticity of demand for anticancer drugs has been estimated to be as low as ~0.01,
which is much lower than the price elasticity of demand for traditional pharmaceuticals,
which is usually estimated around ~0.3 to -0.5 (Goldman ct al., 2006) Buased on a National
Comprehensive Cancer Network Task Force report, many oncologists report that patients are
unlikely to interrupt primary therapy if at all possible and may seck other funding, such as
second mortgages on their homes to pay for treatment (Weingart et al., 2008).

o Price elasticity®® of demand for

(see Appendix ('), many nongencric oral anticancer

e Although there are exceptions
us or injected substitute, and clinical considerations further

medications have no intraveno
limit substitutability.

Although no increase in the number of users of anticancer medications is projected among
enrollees with cancer, there is some possibility of substitution of oral in place of
intravenous/injected anticancer medications. Although relatively few nongeneric oral anticancer
medications have an intravenous or injected substitute (Appendix C), some do exist. Therefore,
enrollees without outpatient oral anticancer medication coverage who were diagnosed with
cancer, who were undergoing chemotherapy, and who were prescribed a nongeneric oral
anticancer medication for which an intravenous substitute was available and clinically
appropriate for the type and stage of cancer, may have been influenced by coverage and cost
considerations to use the intravenous option. Postmandate, such persons may switch to a
nongeneric oral anticancer medication. This dynamic cannot be quantified due to the complex
clinical factors that are involved when considering potential substitutions. It is also possible that
some enrollees, facing reduced cost sharing for a nongeneric oral drug for which a generic
version is available, may choose the brand-name (nongeneric) version postmandate, leading to
increased nongeneric (decreased generic) utilization. However this impact cannot be quantified
because it would be contingent upon many factors, particularly the difference in cost sharing for
nongeneric and generic anticancer drugs postmandate for that specific contract or policy.

To What Extent Would the Mandate Affect Administrative and Other Expenses?

Health care plans and policies include a component for administration and profit in their
premiums. In estimating the impact of this mandate on premiums, actuarial analysis assumes that
health plans will apply their existing administration and profit loads to the increase in health care
costs produced by the mandate. Therefore, although there may be administrative costs associated
with the mandate, administrative costs as a portion of premiums would not change. In addition,

38 price elasticity of demand shows how the quantity demanded or supplied will change when the price changes.
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compliance with AB 1000 would require that plans and insurers notify members and applicants
of their oral chemotherapy coverage changes. Health plans and insurers may also need to
increase staff specialized in utilization management. These administrative changes were reflected

in the standard administrative cost load associated with premiums.

Impact of the Mandate on Total tHealth Care Costs

CHBRP estimates that total net expenditures (including total premiums and out-of-pocket
expenditures) for nongeneric oral anticancer medications and services would increase by
$487,000, or 0.0005%, as a result of AB 1000 (Table !). Though AB 1000 is expected to
increase the premiums paid by both employers and employees, it would cause a decrease in the
out-of-pocket costs paid by members using nongeneric oral anticancer medications incurred

through the cost sharing provisions of a policy or contract.

Total premiums for private employers arc estimated to increase by $2,030,000, or 0.0039%.
Enrollee contributions toward premiums for group insurance are estimated to increase by
$541,000, or 0.0036%. Total premiums for those with individually purchased insurance are
estimated to increase by $565,000, or 0.0084%. The reduction in enrollee expenses for
nongeneric oral anticancer medications due to cost sharing provisions would range from $0.0106
to $0.0314 PMPM in privately purchased health insurance, depending on market segment.

The major impact of the bill would be to shift some nongeneric oral anticancer medication costs
from patients to health plans and policies, ranging from $0 to $18,262 per user per year. On
average, the amount of the shift is estimated to be $100.28 per user per year. The wide variations
in cost sharing are related to the price of a particular oral medication, as well as the benefit

structure of a particular health plan or policy, that a patient has.

Therefore, total premiums are estimated to increase by $3,137,000, but there is also a reduction
in out-of-pocket expenses for enrollees using covered nongeneric oral anticancer medications.
This reduction in enrollee expenses for covered medications is $2,650,000.

Costs or Savings for Each Category of Payor Resulting From the Benefit Mandate

Premium impacts for privately purchased market segments are estimated (see Table 4) to be:

e 0.0030% for the large-group DMHC-regulated plans;
e 0.0074% for the large-group CDI-regulated policies;

e 0.0039% for the small-group DMHC-regulated plans;
e 0.0115% for the small-group CDI-regulated policies;
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o 0.0033% for the individual DMIC-regulated plans, and

e 0.0139% for the individual C DI-rcgulated policies

In terms of per member per month (PMPM) premiums, impacts are eslimated Lo be:

e $0.0120 PMPM for the large-group DMHC-rcgulated plans;

o $0.0370 PMPM for the large-group CDI-regulated policies;

o $0.0138 PMPM for the small-group DMHC-regulated plans;

o $0.0383 PMPM for the small-group CDI-regulated policies;

o $0.0133 PMPM for the individual DMHC-regulated plans; and

o $0.0278 PMPM for the individual CDI-regulated policies.

AB 1000 would apply to Medi-Cal Managed Care, Healthy Families Program (HFP), and Access
for Infants and Mothers (AIM). However, the California Department of Health Care Services
(DHCS), which administers Medi-Cal, and the Managed Risk Medical Insurance Board
(MRMIB), which administers HFP and AIM, would not be expected to face measurable
expenditure or premium increases as those plans currently cover oral anticancer medication

benefits with minimal or no cost-sharing requirements.

MRMIP (Major Risk Medical Insurance Program) plans have cost-sharing provisions similar to
those included in privately purchased plans. They are therefore expected to face some impact.

However, this impact is difficult to estimate with accuracy because:

e There are small number of enrollees (8,000);

This is a high-risk population, and their utilization rates would vary from other market

segments;

MRMIP enrollees face an annual benefit limit of $75,000, and therefore, enrollee out-of-
pocket costs may differ from other market segments.

Impact on Long-Term Costs

Longer-term impacts on health care costs as a result of the mandate are unknown but are likely to
increase over time. It is estimated that a quarter of antineoplastic agents in the pipeline are
planned as oral medications (Weingart et al,, 2008). According to a recent pharmaceutical report
on cancer medication development, almost 650 new medications and new indications for existing
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anticancer medications are in clinical development. Many of the new medications will be
expensive. As a result, health plans® and insurers’ cuosts tor oncology medications, especially the
more targeted and long-term oral anticancer medications, will continue (o grow over the next
several years. There are also several other factors that may be influential. Far example, there is
an increase in the number of patients receiving long-term treatment with more targeted oral
anticancer medications. In addition, a continued growth in the use of combination treatment for
various types of cancers is likely, and there is a trend of expanding indications or oft-label usc of
existing drugs for the treatment of various cancers. In a recent study, the majority of oncologists
believe that patients should have access to effective therapics regardless of cost. The implied
cost-effectiveness standard among this group of oncologists was $300,000/quality-adjusted life-
year (QALY)™, much higher than the generally accepted threshold for health interventions of
$50,000-$100,000 per QAL.Y. Some studies in Europe have demonstrated cost savings from
replacing intravenous cancer therapy with oral therapy (Findlay et al., 2008).

Impact on Access and Health Service Availability

CHBRP expects that there will be impacts on the access to and availability of oral anticancer
medication as a result of AB 1000 in the long run. To the extent that cost sharing will be reduced
and limits will be removed, access to expensive oral medications would be expected to increase
for the small number of enrollees who seek oral anticancer medications. Nonetheless, possible
implementation of prior authorization requirements and formularies are expected to mediate the
response by the health plans and insurers to this increase in demand. CHBRP is unable to

estimate these effects quantitatively.

% The QALY is based on the number of years of life that would be added by the intervention. Each year in perfect
health is assigned the value of 1.0, down to a value of 0.0 for death. If the extra years would not be lived in full
health, for example if the patient would lose a limb, or be blind, or be confined to a wheelchair, then the extra life-

years are given a value between 0 and 1 to account for this.
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PUBLIC HEALTH IMPACTS

A total of 144,000 new cancer cases and 55,000 dcaths from cancer were projected to occui in
California in 2011 (CCR, 2010). It was estimaled that 45% of new cancer cases would oceur in
the non-elderly population--i.c., the population most relevant to AB 1000, which docs not
impact Medicare coverage (CCR, 2010). AB 1000 would require California Department ol
Managed Health Care (DMHC)-regulated health plans and California Department of Insurance
(CDI)-regulated policies (exempting California Public Employees' Retirement System
[CalPERS] health maintenance organizations [HIMQs]) that provide coverage for orally
administered anticancer medications to review the percentage cost share for oral nongeneric
anticancer medications and intravenous or injected nongeneric anticancer medications and apply
the lower of the two as the cost-sharing provision for oral nongeneric anticancer medications.
This section presents the overall public health impact of passage of AB 1000, followed by an
analysis examining the potential for reduction in gender and racial/ethnic disparities in health
outcomes, and the potential for the mandate to reduce premature death and societal economic
losses as a result of cancer. This section also draws heavily on research conducted for CHBRP’s
previous analyses of SB 961 (CHBRP, 2010) and SB 161 (CHBRP, 2009). The conclusions of

those analyses remain relevant to AB 1000.
Impact of the Proposed Mandate on the Public’s Health

As presented in the Medical Effectiveness section, the federal Food and Drug Administration
(FDA) has approved 42 oral anticancer medications to treat 57 different types of cancer. The
roles of oral anticancer medications in cancer treatment vary and include reducing the likelihood
of recurrence in persons who have been treated for early stage disease, first-line treatment to
prevent growth of cancer cells, treatment of advanced or metastatic cancers, treatment of
recurrent cancers, and treatment of cancers that cannot be surgically removed. As presented in
the Benefit Coverage, Utilization, and Cost Impacts section, 97.4% of enrollees in health plans
and policies subject to AB 1000 with coverage for outpatient prescription drugs currently have
coverage for nongeneric oral anticancer medications affected by AB 1000. CHBRP does not
project a change in utilization of oral anticancer medications as a result of this mandate.
Therefore no measurable impacts on health outcomes are projected.

CHBRP estimates that 0.3% of people with coverage subject to the mandate will use outpatient
oral anticancer medications during the year following implementation. Of the people using
nongeneric anticancer medications, CHBRP estimates that 62.9% use oral only, 29.2% use
injected or intravenous only, and 8.0% use a combination of oral and injected/intravenous

anticancer medications.

As presented in the Medical Effectiveness section, relatively few oral anticancer medications
have an injected or intravenous substitute. AB 1000 is not projected to increase utilization of oral
anticancer medications. Therefore, the only public health impact of AB 1000 is that it could lead
to a decrease of $2.65 million in out-of-pocket expenditures paid by cancer patients. Research
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shows that the financial burden faced by cancer patients can be substantial. Onc study found that
45% of cancer patients with substantial care needs report a sense of financial burden (Emanuel et
al., 2000). Cancer treatment can also have significant long-tcrm economic consequences; one
study found that one-third of families losc all or most of theit savings after a cancer diagnosis
(Covinsky et al., 1996). Nonmedical costs due to cancer treatment, such as transportation costs
and lost wages, can also result in a substantial burden for cancer patients and their families

(Bennett et al., 1998).

To the extent that AB 1000 results in a reduction in out-of-pocket costs, it has the potential to
reduce the financial burden faced by cancer patients

Impact on the Health of thec Community Where Gender and Racial Disparities Exist

Several competing definitions of “health disparities™ exist. CHBRP relies on the following
definition by Braveman (2006): 4 health disparity/incquality is a particular type of difference in
health or in the most important influences of health that could potentially be shaped by policies;
it is a difference in which disadvantaged social groups (such as the poor, racial/ethnic
minorities, women, or other groups that have persistently experienced social disadvantuge or
discrimination) systematically experience worse health or greater health risks than more

advantaged groups.

CHBREP investigated the effects that AB 1000 would have on health disparities by gender, race,
and ethnicity. Evaluating the impact on racial and ethnic disparities is particularly important
because racial and ethnic minorities report having poorer health status and poorer relative risk
indicators and survival rates (KFF, 2007). One important contributor to racial and ethnic health
disparities is differential insurance rates, where minorities are more likely than whites to be
uninsured; however, disparities still exist within the insured population (Kirby et al., 2006;
Lillie-Blanton and Hoffiman, 2005). Since AB 1000 would only affect a portion of the insured
population, a literature review was conducted to determine whether there are gender, racial, or
ethnic disparities associated with the prevalence of cancer and the use of oral anticancer
medications, beyond the disparities observed in health insurance coverage.

Impact on Gender Disparities

Among women, breast cancer is the most prevalent cancer in California, making up 42% of
existing female cancer patients’ diagnoses (CCR, 2010). In California, the lifetime risk of breast
cancer is one in eight—translating into an incidence of approximately 23,800 new diagnoses a
year, for a total prevalence of 291,000 women alive today who have had a breast cancer
diagnosis (CCR, 2010). It is estimated that 55% of the cases of breast cancer occur in women
less than 65 years old—i.e., the population most relevant to AB 1000 (CCR, 2005). Although
appropriate treatment may vary by stage of diagnosis and other factors, as shown in Table 2,
approximately 70% of nongeneric oral anticancer agents are for one of three drugs (Arimidex,
Femara, and Aromasin) all of which are used in the treatment of breast cancer. These three drugs
represent approximately 31% of the cost of all nongeneric oral anticancer agents (Table 3).
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Women with cancer are particularly likcly to suffer from financial hardship. The above three
drugs may be prescribed for years to reduce the risk of breast cancer recurrence, and therefore
have the potential for a high overall cost burden. Out-of-pocket expenditures and lost income tor
women with breast cancer vary widely but average $1,455 per month, and women with breast
cancer face a financial burden of care ranging from 26%-98% of their monthly income,
depending on income levels (Arozullah ct al., 2004). To the extent to which AB 1000 reduces
out-of-pocket costs for patients, there is a potential to reduce the financial burden faced by

women undergoing treatment for breast cancer.

Impact on Racial/Ethnic Disparities

There is a differential burden of cancer in racial/ethnic minorities in California (CCR, 2008). The
reasons for these differences are not well understood, but are thought to result from a
combination of socioeconomic factors such as poverty, education and inadequate health
insurance (Brawley, 2009; Ward et al., 2004). Numerous studies have documented that
individuals from lower socioeconomic groups and specific racial and ethnic minorities have
greater cancer risk and poorer cancer-related outcomes. This differential burden results in lower
overall survival rates, a generally more advanced stage of cancer at time of diagnosis, and a
higher eventual risk of death (Albain et al., 2009; Sloane, 2009). Compared with whites, blacks
have poorer survival once cancer is diagnosed. Five-year relative survival is lower in blacks than
in whites within every stratum of stage of diagnosis for nearly every cancer site (Jemal et al.,
2009; Ward et al., 2004). As cancer treatments become more sophisticated, the disparity between
whites and non-whites is likely to widen (Meropol and Schulman, 2007). This is likely because
disparities in socioeconomic status lead to disparities in access to new medical advances.
Therefore, medical advances (such as oral anticancer medications) can exacerbate the disparities
in relative racial/ethnic cancer survival rates (Tehranifar et al., 2009).

In California, non-Hispanic black men have the highest rates of cancer compared to all other
racial or ethnic groups (CCR, 2010). This higher prevalence may result in non-Hispanic black
men having higher out-of-pocket medical costs for cancer compared to people of other
race/ethnicities. Blacks are more likely to have lower incomes compared to whites, so out-of-
pocket costs for oral chemotherapy could comprise a higher percentage of annual household
income (Arozullah et al., 2004). To the extent that AB 1000 reduces their out-of-pocket costs for
nongeneric oral anticancer agents, non-Hispanic blacks could face a reduced financial burden as

well,

The Extent to Which the Proposed Service Reduces Premature Death and the Economic
Loss Associated With Disease

Both premature death and economic loss associated with disease are two measures used by
economists and public health experts to assess the impact of a condition or disease. Premature
death, often defined as death before the age of 75 (Cox, 2006), can be measured in years of
potential life lost (YPLL) (Cox, 2006; Gardner and Sanborn, 1990). Economic loss associated
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with disease is generally an estimation of the value of the YPLL. in dollar amounts (i.e., valuation
of years of work life lost from premature death or lost productivity due to a discase or condition).

Premature Death

Cancer represents the greatest contributor to premature death in California, with 21.1% of all
YPLL attributable to cancer (CDPH, 2009). It is estimated that in California in 2007, the YPI.L
per 100,000 due to cancer was 1,209, translating into nearly 200,000 YPI L each ycar (CDPH,
2009). Although cancer is a substantial cause of premature mortality in California, AB 1000 is
not estimated to change the utilization of oral anticancer medications or result in a corresponding

reduction in premature death.

Economic Loss

The National Institutes of Health have estimated that the overall cost of cancer in 2005 was
$209.9 billion (USCSWG, 2005). Of this, it was estimated that $74 billion (35%) was for direct
medical costs, including health expenditures, whereas the remaining 65% was attributable to lost
productivity due to illness ($17.5 billion) and premature death ($118.4 billion) (USCSWG,
2005). Although cancer in California is a substantial cause of lost productivity and premature
death, AB 1000 is not projected to change the utilization of oral anticancer medications or result

in a corresponding reduction in lost productivity.
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APPENDICES

Appendix A: Text of Bill Analyzed

On February 18, 2011, the Assembly C'ommittee on Health requested that CHBRP analyze AB
1000.

BILL NUMBER: AB 1000 INTRODUCED
BILL. TEXT

INTRODUCED BY Assembly Member Perea
FEBRUARY 18,2011

An act to add and repeal Section 1367.655 of the Health and Safety
Code, and to add and repeal Section 10123.205 of the Insurance Code,
relating to health care coverage.

LEGISLATIVE COUNSEL'S DIGEST

AB 1000, as introduced, Perea. Health care coverage: cancer
treatment.

Existing law, the Knox-Keene Health Care Service Plan Act of 1975,
provides for the licensure and regulation of health care service
plans by the Department of Managed Health Care and makes a willful
violation of the act a crime. Existing law also provides for the
regulation of health insurers by the Department of Insurance.
Existing law requires health care service plan contracts and health
insurance policies to provide coverage for all generally medically
accepted cancer screening tests and requires those plans and policies
to also provide coverage for the treatment of breast cancer.
Existing law imposes various requirements on contracts and policies
that cover prescription drug benefits.

This bill, until January 1, 2016, would require health care
service plan contracts and health insurance policies that provide
coverage for cancer chemotherapy treatment to provide coverage for a
prescribed, orally administered, nongeneric cancer medication, as
specified. The bill would require a health care service plan or
health insurer to review the percentage cost share, as defined, for
oral nongeneric cancer medications and intravenous or injected
nongeneric cancer medications and to apply the lower of the 2 as the
cost-sharing provision for oral nongeneric cancer medications. The
bill would limit increases in cost sharing for nongeneric cancer
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medications, as speciticd. The bill wounld specity that its provisions
do not apply to health care service plan contracts or health
insurance policies that do not provide coverage for preseription
drugs. The bill would specify that its provisions do not apply to a
health care benefit plan, contract, or health insurance policy with
the Board of Administration of the Public Limployees' Retirement
System.

Because a willful violation of the bill's requirements relative to
health care service plans would be a crime, the bill would impose a
state-mandated local program.

The California Constitution requires the state to rcimburse local
agencies and school districts for certain costs mandated by the
state. Statutory provisions establish procedures for making that

reimbursement.
This bill would provide that no reimbursement is required by this

act for a specified reason.
Vote: majority. Appropriation: no. Fiscal committee: yes.

State-mandated local program: yes.

THE PEOPLE OF THE STATE OF CALIFORNIA DO ENACT AS FOLLOWS:

SECTION 1. Section 1367.655 is added to the Health and Safety
Code, to read:

1367.655. (a) A health care service plan contract issued,
amended, or renewed on or after January 1, 2012, that provides
coverage for cancer chemotherapy treatment shall provide coverage for
a prescribed, orally administered, nongeneric cancer med ication used
to kill or slow the growth of cancerous cells and shall review the
percentage cost share for oral nongeneric cancer medications and
intravenous or injected nongeneric cancer medications and apply the
lower of the two as the cost-sharing provision for oral nongeneric
cancer medications. A health care service plan contract shall not
provide for an increase in enrollee cost sharing for nongeneric
cancer medications to any greater extent than the contract provides
for an increase in enrollee cost sharing for other nongeneric covered
medications.

(b) For purposes of this section, "cost share” means copayment,
coinsurance, or deductible provisions applicable to coverage for
oral, intravenous, or injected nongeneric cancer medications.

(c) Nothing in this section shall be construed to require a health
care service plan contract to provide coverage for any additional
medication not otherwise required by law.

(d) Nothing in this section shall prohibit a health care service
plan from removing a prescription drug from its formulary of covered

prescription drugs.
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(e) This section shall not apply to a health care service plan
contract that does not provide coverage for prescription drugs.

(b) This section shall not apply to a health care benefit plan or
contract entered into with the Board of Administration of the Public
Employees' Retirement System pursuant to the Public Employecs'
Medical and Hospital Care Act (Part 5 (commencing with Section 22750)
of Division 5 of Title 2 of the Government Code).

(g) This section shall remain in effect only until January I,
2016, and as of that date is repealed, unless a later enacted
statute, that is enacted before January I, 2016, delctes or extends

that date.
SEC. 2. Section 10123.205 is added to the Insurance Code, to read.

10123.205. (a) A health insurance policy issued, amended, or
renewed on or after January |, 2012, that provides coverage for
cancer chemotherapy treatment shall provide coverage for a
prescribed, orally administered, nongeneric cancer medication used to
kill or slow the growth of cancerous cells and shall review the
percentage cost share for oral nongeneric cancer medications and
intravenous or injected nongeneric cancer medications and apply the
lower of the two as the cost-sharing provision for oral nongeneric
cancer medications. A health insurance policy shall not provide for
an increase in insured cost sharing for nongeneric cancer medications
to any greater extent than the policy provides for an increase in an
insured's cost sharing for other nongeneric covered medications.

(b) For purposes of this section, "cost share" means copayment,
coinsurance, or deductible provisions applicable to coverage for
oral, intravenous, or injected nongeneric cancer medications.

(c) Nothing in this section shall be construed to require a health
insurance policy to provide coverage for any additional medication
not otherwise required by law.

(d) Nothing in this section shall prohibit a health insurer from
removing a prescription drug from its formulary of covered
prescription drugs.

(e) This section shall not apply to a health insurance policy that
does not provide coverage for prescription drugs.

(f) This section shall not apply to a policy of health insurance
purchased by the Board of Administration of the Public Employees'’
Retirement System pursuant to the Public Employees' Medical and
Hospital Care Act (Part 5 (commencing with Section 22750) of Division
5 of Title 2 of the Government Code).

(g) This section shall remain in effect only until January 1,

2016, and as of that date is repealed, unless a later enacted
statute, that is enacted before January 1, 2016, deletes or extends

that date.
SEC. 3. No reimbursement is required by this act pursuant to
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Section 6 of Article X111 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changes the penalty
for a crime or infraction, within the meaning of Scction 17556 of the
Government Code, or changes the definition of a crime within the
meaning of Section 6 of Article X111 B of the California

Constitution.
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Appendix B: Litcrature Review Methods

The below describes the literature review methods wsed in the analysis of SB 961 (2010). upon
which the Medical Liffectiveness section of this report iy based.

A literature scarch was performed to retricve literature that summarized trends in the
development of oral anticancer medications and described the manner in which these
medications are used. The search was limited to literature on oral medications that are used to
kill or slow the growth of cancer cells and that are prescribed to persons with a cancer
diagnosis.”’ Oral medications that are preseribed to persons with cancer to alleviate pain or to
reduce the side effects of chemotherapy (c.g., antiancmia drugs”', antiemetic drugs*) were
excluded because SB 961 would not apply to them (CHBRP, 2010). The literature search was
restricted to articles published in English from 2000 to February 2010. The following databases
that index peer-reviewed journals were scarched: the Cochrane Library,43 the Cumulative Index
to Nursing and Allied Health Literature, Google Scholar, International Pharmaceutical Abstracts,
MEDLINE, MicroMedex, and Web of Science. Web sites maintained by the following
organizations were also searched: the Food and Drug Administration, Healthcare Standards
(ECRI), the National Guideline Clearinghouse, the National Institutes of Health
(ClinicalTrials.gov), the New York Academy of Medicine’s Index of Grey Literature, Scirus, and
UptoDate. A total of 244 citations were retrieved. Ten pertinent articles were identified and

reviewed.

In addition, Web sites maintained by the {ollowing organizations were searched to obtain
additional information about individual oral anticancer medications: FDA Approved Drug
Products and Patient Information Sheets, Medline Plus: Drugs, Supplements, and Herbal
Information, National Cancer Institute Drug Information Summaries, and the National
Comprehensive Cancer Network. Appendix C contains a list of these medications along with
descriptions of the cancers they are used to treat and their roles in cancer treatment. The table
also indicates whether a generic equivalent of a medication is available and whether there is an

intravenously-administered or injectable equivalent.

“? Some oral medications used to treat cancer are also used to treat other diseases. CHBRP limited its analysis to
persons diagnosed with cancer, because SB 96 1would apply only where these medications are used to treat cancer.
! Anemia is a condition that develops when a person’s blood does not contain a sufficient number of healthy red
blood cells. Persons with cancer who receive anticancer medications are at increased risk for anemia because
treatment can kill healthy red blood cells as well as cancer cells. These patients are often prescribed antianemia

medications to reduce the risk of developing this condition.
42 Antiemetic medications are medications used to alleviate nausea and vomiting, which are common side effects of

anticancer medications.
* The Cochrane Library includes the Cochrane Database of Systematic Reviews, the Database of Abstracts of

Reviews of Effects, Health Technology Assessment, and the United Kingdom National Health Service Economic
Evaluation Database.
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The search teris used to locate studies refevant to the SB 961 were as follows:

Major Subject Heading (MeSH) Terms---MEDUINE and the Cochrane Library

Antibodies, monoclonal
Antineoplastic agents* AND administration, oral

Antineoplastic combined chemotherapy protocols
Benzenesulfonates

Deoxycytidine

Drug costs

Fluorouracil

Health benefit plans, employee

Indoles
Insurance, pharmaceutical services

Lenalidomide OR revlimid
Neoplasms/drug therapy
Piperazines

Prescription Fees
Pyrimidines

Pyrroles

Quinazolines
Thalidomide

Thiazoles

Keywords—all databases and Web sites

biologics

coinsurance
copayment

cost

cost sharing

economics

Gleevec

lenalidomide OR Revlimid
oral chemother*
pharmaceutical benefits
specialty drugs
Tarceva

targeted therapy
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Appendix D: Cost Impact Analysis: Data Sources, Caveats, und Assumptions

This appendix describes data sources, as well as general and mandate-specific caveats and
assumptions used in conducting the cost impact analysis. For additional information on the cost
model and underlying methodology, please refer to the CHBRIP Web site at
http://wwyw.chbrp.org/costimpact.html.

The cost analysis in this report was prepared by the inembers of cost team, which consists of
CHBREP task force members and contributors from the Universily of California, San Diego. and
the University of California, Los Angeles, as well as the contracted actuarial firm, Milliman, Inc.
(Milliman). Milliman provides data and analyses per the provisions of CHBRP's authorizing

legislation.

Data Sources

In preparing cost estimates, the cost team relies on a variety of data sources as described in the
following text.

Health insurance

1. The latest (2009) California Health Interview Survey (CHIS, 2009), which is used to estimate
health insurance for California’s population and distribution by payor (i.e., employment-
based, individually purchased, or publicly financed). The biennial CHIS is the largest state
health survey conducted in the United States, collecting information from approximately
50,000 households. More information on CHIS is available at hup://www.chis.ucla.edu.

2. The latest (2010) California Employer Health Benefits Survey is used to estimate:

o Size of firm;
o Percentage of firms that are purchased/underwritten (versus self-insured);

Premiums for health care service plans regulated by the Department of Managed Health Care
(DMHC) (primarily health maintenance organizations [HMOs] and Point of Service Plans

[POS));

Premiums for health insurance policies regulated by the California Department of Insurance
(CDI) (primarily preferred provider organizations [PPOs] and fee-for-service plans [FFS));
and

Premiums for high deductible health plans (HDHPs) for the California population with
employment-based health insurance.

This annual survey is currently released by the California Health Care Foundation/National

Opinion Research Center (CHCF/NORC) and is similar to the national employer survey
released annually by the Kaiser Family Foundation and the Health Research and Educational
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Trust. Information on the CHCEF/NORC data is available at:
http//www .chet.org/publications/2010/1 2/catitornia employ er-health-bene lits-su rvey

3. Milliman data sources are relied on Lo estimate the premium impact of mandates. Milliman’s
projections derive from the Milliman Health Cost Guidelines (HC'Gs) The HCGs are a health
care pricing tool used by many of the major health plans in the United States. See
guidelines/index.php. Most of the data sources underlying the HCGs are claims databases
from commercial health insurance plans. The data are supplied by health insurance
companies, Blues plans, HMOs, self-funded employers, and private data vendors. The data
are mostly from loosely managed healthcare plans, generally those characterized as preferred
provider plans or PPOs. The HCGs currently include claims drawn from plans covering 4.6
million members. In addition to the Milliman [1CGs, CIIBRP’s utilization and cost estimates

draw on other data, including the following:

The MarketScan Database, which includes demographic information and claim detail data for
approximately 13 million members of self-insured and insured group health plans

¢ An annual survey of HMO and PPO pricing and claim experience. The most recent survey
(2010 Group Health Insurance Survey) contains data from seven major California health

plans regarding their 2010 experience.

Ingenix MDR Charge Payment System, which includes information about professional fees
paid for healthcare services, based upon approximately 800 million claims from commercial
insurance companies, HMOs, and self-insured health plans.

These data are reviewed for applicability by an extended group of experts within Milliman
but are not audited externally.

4. Anannual survey by CHBRP of the seven largest providers of health insurance in California
(Aetna, Anthem Blue Cross of California, Blue Shield of California, CIGNA, Health Net,
Kaiser Foundation Health Plan, and PacifiCare) to obtain estimates of baseline enrollment by
purchaser (i.e., large and small group and individual), type of plan (i.e., DMHC- or CDI-
regulated), cost-sharing arrangements with enrollees, and average premiums. Enrollment in
plans or policies offered by these seven firms represents an estimated 93.7% of the persons
with health insurance subject to state mandates. This figure represents an estimated 94.4% of
enrollees in full service (nonspecialty) DMHC-regulated health plans and an estimated 90.1%

of enrollees in full service (non-specialty) CDI-regulated policies.*’

7 CHBRP analysis of the share of enrollees included in CHBRP’s Bill-Specific Coverage Survey of the major
carriers in the state is based on "CDI Licenses with HMSR Covered Lives Greater Than 100,000" as part of the
Accident and Health Covered Lives Data Call, December 31, 2009, by the California Department of [nsurance,
Statistical Analysis Division, data retrieved from The Department of Managed Health Care’s interactive Web site
“Health Plan Financial Summary Report,” July-September 2010," and CHBRP's Annual Enrollment and Premium

Survey.
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Publicly funded insurance subject 1o state benefit mandates

5. Premiums and enroliment in DMHC-regulated health plans and CDI-regulated policies by
self-insured status and firm size arc obtained annually from CalPERS for active state and
local government public employecs and their dependents who receive their benefits through
CalPERS. Enrollment information is provided for DMIIC-regulated health care service plans
covering non-Medicare beneficiaries---about 74% of CalPERS total carollment. CalPERS
self-funded plans-—approximately 26% of enrollment----are not subject to state mandates. In
addition, CHBRP obtains information on current scope of benetits from evidence of coverage
(EOCs) documents publicly available at http://www calpers.ca.gov.

6. Enrollment in Medi-Cal Managed Carc (beneficiaries enrolled in Two-Plan Model,
Geographic Managed Care, and County Operated Health System plans) is estimated based on
CHIS and data maintained by the Department of Health Care Services (DHCS). DHCS
supplies CHBRP with the statewide average premiums negotiated for the Two-Plan Model,
as well as generic contracts that summarize the current scope of benefits. CHBRP assesses

enrollment information online at
http://www.dhes.ca.gov/dataandstats/statistics Pages/RASS General Medi_Cal_Enrollment.

aspx.

7. Enrollment data for other public programs-—Healthy Families Program (HFP), Access for
Infants and Mothers (AIM), and the Major Risk Medical Insurance Program (MRMIP)—are
estimated based on CHIS and data maintained by the Managed Risk Medical Insurance

Q Board (MRMIB). The basic minimum scope of benefits offered by participating health plans
under these programs must comply with all requirements for DMHC-regulated health plans,
and thus these plans are affected by state-level benefit mandates. CHBRP does not include
enrollment in the Post-MRMIP Guaranteed-Issue Coverage Products as these persons are
already included in the enrollment for individual market health insurance offered by DMHC-
regulated plans or CDI-regulated insurers. Enrollment figures for AIM and MRMIP are
included with enrollment for Medi-Cal in presentation of premium impacts. Enrollment
information is obtained online at hitp, ‘www.mrinib.ca.voy . Average statewide premium

information is provided to CHBRP by MRMIB staff.

General Caveats and Assumptions

The projected cost estimates are estimates of the costs that would result if a certain set of
assumptions were exactly realized. Actual costs will differ from these estimates for a wide

variety of reasons, including:

Prevalence of mandated benefits before and after the mandate may be different from CHBRP
assumptions.

Utilization of mandated benefits (and, therefore, the services covered by the benefit) before
and after the mandate may be different from CHBRP assumptions.

O ® Random fluctuations in the utilization and cost of health care services may occur.
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Additional assumptions that underlic the cost estiniates presented in this report are:

Cost impacts are shown only for plans and policies subject to state benelit mandate laws.
Cost impacts are only for the first ycar after enactment of the proposed mandate,

Employers and employees will share proportionately (on a percentage basis) in premium
rate increases resulting from the mandate. In other words, the distribution of premium
paid by the subscriber (or employee) and the employer will be unaffected by the mandate.

For state-sponsored programs for the uninsured, the state share will continue to be equal
to the absolute dollar amount of funds dedicated to the program.

When cost savings are estimated, they reflect savings realized for | year. Potential long-
term cost savings or impacts are estimated if existing data and literature sources are
available and provide adequate detail for estimating long-term impacts. For more
information on CHBRP’s criteria for estimating long-term impacts please sce:
http://chbrp.org/documents/longterm_impacts08.pdf.

Several recent studies have examined the effect of private insurance premium increases
on the number of uninsured (Chernew, et al., 2005: Glied and Jack, 2003; Hadley, 2006).
Chernew et al. (2005) estimate that a 10% increase in private premiums results in a 0.74
to 0.92 percentage point decrease in the number of insured, while Hadley (2006) and
Glied and Jack (2003) estimate that a 10% increase in private premiums produces a 0.88
and 0.84 percentage point decrease in the number of insured, respectively. The price
elasticity of demand for insurance can be calculated from these studies in the following
way. First, take the average percentage point decrease in the number of insured reported
in these studies in response to a 1% increase in premiums (about -0.088), divided by the
average percentage of insured persons (about 80%), multiplied by 100%, i.e., ({[-
0.088/80] x 100} = --0.11). This elasticity converts the percentage point decrease in the
number of insured into a percentage decrease in the number of insured persons for every
1% increase in premiums. Because each of these studies reported results for the large-
group, small-group, and individual insurance markets combined, CHBRP employs the
simplifying assumption that the elasticity is the same across different types of markets.
For more information on CHBRP’s criteria for estimating impacts on the uninsured
please see: http://chbrp.org/documents/uninsured Q10109 .pdf.

There are other variables that may affect costs, but which CHBRP did not consider in the cost
projections presented in this report. Such variables include, but are not limited to:

Population shifts by type of health insurance: If a mandate increases health insurance
costs, some employer groups and individuals may elect to drop their health insurance.
Employers may also switch to self-funding to avoid having to comply with the mandate.

Changes in benefit plans: To help offset the premium increase resulting from a mandate,
subscribers/policyholders may elect to increase their overall plan deductibles or
copayments. Such changes would have a direct impact on the distribution of costs
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between the health plan and policics and enrollees, and may also result in utilization
reductions (i.e., high levels of paticnt cost sharing result in lower utilization of health care
services). CHBRP did not include the effects of such potential benefit changes in its
analysis.

* Adverse selection: Theoretically, individuals or employer groups who had previously
foregone health insurance may now elect to enroll in a health plan or policy,
postmandate, because they perceive that it is to their economic benefit to da so.

Medical management: Health plans and insurers may react to the mandate by tightening
medical management of the mandated benefit. This would tend to dampen the CHBRP
cost estimates. The dampening would be more pronournced on the plan types that
previously had the least effective medical management (i.e., PPO plans).

e Geographic and delivery systems variation: Variation in existing utilization and costs,
and in the impact of the mandate, by geographic area and delivery system models: Even
within the health insurance types CHBRP modeled (HMO-—including HMO and point of
service [POS] plans-—and non-HMO-—including PPO and fee for service [FFS] policies),
there are likely variations in utilization and costs by type. Utilization also differs within
California due to differences in the health status of the local population, provider practice
patterns, and the level of managed care available in each community. The average cost
per service would also vary due to different underlying cost levels experienced by
providers throughout California and the market dynamic in negotiations between
providers and health plans or insurers. Both the baseline costs prior to the mandate and
the estimated cost impact of the mandate could vary within the state due to geographic
and delivery system differences. For purposes of this analysis, however, CHBRP has

estimated the impact on a statewide level.

Compliance with the mandate: For estimating the postmandate coverage levels, CHBRP
typically assumes that plans and policies subject to the mandate will be in compliance
with the coverage requirements of the bill. Therefore, the typical postmandate coverage
rates for populations subject to the mandate are assumed to be 100%.

Potential Effects of the Federal Affordable Care Act

As discussed in the Introduction, there are a number of the ACA provisions that have already
gone into or will go into effect over the next 3 years. Some of these provisions affect the baseline
or current enrollment, expenditures, and premiums. This subsection discusses adjustments made
to the 2011 Cost and Coverage Model to account for the potential impacts of the ACA that have
gone into effect by January 2011. It is important to emphasize that CHBRP’s analysis of specific
mandate bills typically address the marginal effects of the mandate bill—specifically, how the
proposed mandate would impact benefit coverage, utilization, costs, and public health, holding
all other factors constant. CHBRP’s estimates of these marginal effects are presented in the
Benefit Coverage, Utilization, and Cost Impacts section of this report.

CHBRP reviewed the ACA provisions and determined whether and how these provisions might
affect:
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1. The number of covered lives in California, and specifically the mahcup ol the popufation
with health insurance subject to state mandates

2. Baseline premiums and expenditures for health insurance subject to state mandates, and

3. Benefits required to be covered in various health insurance plans subject to state

mandates

There are still a number of provisions that have gone into effect for which data are not yet
available. Where data allow, CHBRP has made adjustments to the 2011 Cost and Coverage
Model to reflect changes in enrollment and/or baseline premiums and these are discussed here.

Coverage for adult children 4
PPACA Section 2714, modified by HR 4872, Section 2301, requires coverage for adult children
up to age 26 as dependants to primary subscribers on all individual and group policies, effective
September 23, 2010. California’s recently enacted law, SB 1088 (2010) implements this
provision. This could potentially affect both premiums and enrollment in 201 1. According to the
California Health Interview Survey (CHIS, 2009) approximately 22% of Californians aged 19-25
(1,063,000) were estimated to be uninsured at some point in 2009. As a result of the ACA, many
of these young adults will likely gain access to health insurance through a parent. This dynamic
may diminish the number of uninsured and may also shift some young adults from the
individually-purchased health insurance market into the group market. The Departments of
Treasury, Labor, and Health and Human Services estimate, for 2011, the number of young adults
newly covered by his/her parent’s plan would be about 0.78 to 2.12 million (using high and low
take-up rate assumptions respectively). Of these young adults, about 0.2 to 1.64 million would
have previously been uninsured. The corresponding incremental cost impact to group insurance
policies is estimated to be a premium increase of 0.5% to 1.2%. Based on the responses to the
Annual Enrollment and Premium survey, there has been an increase of 1% to 1.5% in enrollment
for the 19-25 year olds and the increase varies depending on whether the parents were enrolled in
the large group, small group or individual markets. Based on analysis of the estimates from the
Departments of the Treasury, Labor, and Health and Human Services as well as CHIS 2009 data,
approximately 25% of the increase in enroliment represents a shift from the individual market
and approximately 75% were previously uninsured. CHBRP took these estimates into account
and adjusted underlying population data since source data did not reflect the effects of this
provision, because shift in populations were expected to be significant, and to account for

potential lags in enrollment (e.g., due to awareness).

Minimum medical loss ratio requirement
PPACA Section 2718 requires health plans offering health insurance in group and individual
markets to report to the Secretary of Health and Human Services the amount of premium revenue
spent on clinical services, activities to improve quality, and other non-claim costs. Beginning in
2011, large-group plans that spend less than 85% of premium revenue and small-
group/individual market plans that spend less than 80% of premium revenue on clinical services
and quality must provide rebates to enrollees. Accord ing to the Interim Final Rule, (45 CFR Part
158) “Issuers will provide rebates to enrollees when their spending for the benefit of
policyholders on reimbursement for clinical services and quality improvement activities, in
relation to the premiums charged, is less than the MLR standards established pursuant to the
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statute.”® The requirement to report medical loss ratio is effective for the 2010 plan year,
whereas the requirement to provide rchates is cffective January 1, 2011 ‘Ihe MI.R requirement,
along with the rebate payment requirement, will affect premiums for 2011, bt the effects are
unknown and data are not yet available. Therc is potential for substantial impact on markets with
higher administrative costs, including the small and individual group markets. Responses to
CHBRP’s Annual Enroliment and Premiums Survey indicate that carriers intend to be in
compliance with these requirements. For those that may not be in compliance, the requirement to
pay rebates is intended to align the MLR retrospectively. Therefore for modeling purposes,
CHBRP has adjusted administrative and profit loads to reflect M1,Rs that would be in

compliance with this provision.

Pre-Existing Condition Insurance Plan (PCIP)

PPACA Section 1101 establishes a temporary high-risk pool for individuals with pre-existing
medical conditions, effective 90 days following enactment until January 1, 2014. In 2010,
California enacted AB 1887 and SB 227, providing for the establishment of the California Pre-
Existing Conditions Insurance Plan (PCIP) to be administered by the Managed Risk Medical
Insurance Board (MRMIB) and federally funded per Section 1101. MRMIB has projected
average enrollment of 23,100 until the end of 2013, when the program will expire. As of
December 2010, there were approximately 1,100 subscribers.*’ The California PCIP is not
subject to state benefit mandates,” and therefore this change does not directly affect CHBRP’s
Cost and Coverage Model. CHBRP has revised its annual update of Estimates of the Sources of
Health Insurance in California.’’ to reflect that a slight increase in the number of those who are
insured under other public programs that are not subject to state level mandates.

Prohibition of pre-existing condition exclusion for children

PPACA Sections 1201& 10103(e): Prohibits pre-existing condition exclusions for children. This
provision was effective upon enactment). California’s recently enacted law, AB 2244 (2010)
implements this provision. AB 2244 also prohibits carriers that sell individual plans or policies
from refusing to sell or renew policies to children with pre-existing conditions. Carriers that do
not offer new plans for children are prohibited from offering for sale new individual plans in
California for five years.” This provision could have had significant premium effects, especially
for the DMHC- and CDI-regulated individual markets. The premium information is included in
the responses to CHBRP’s Annual Enrollment and Premium Survey Thus the underlying data
used in CHBRP annual model updates captured the effects of this provision.

*® Department of Health and Human Services, Interim Final Rule. Health Insurance Issuers Implementing Medical
Loss Ratio (MLR) Requirements Under the Patient Protection and Affordable Care Act. 45 CFR Part 158. December

1,2010.
* Enrollment report presented at the Managed Risk Medical Insurance Board Meeting, January 19, 2010. Available

at:
hitp. www mimib.ca.gov MRMIB Agenda Minutes 01191 1/Agenda ftem 9.2 PCIP Board Report_for Dec 201

0_FINAL.pdf.

50 Correspondence with John Symkowick, Legislative Coordinator, MRMIB, Ociober 19, 2010.
51 See: hitp./www chbrp.org/documents/insur source est 2010.pdf.

** See enacted language at: http:/www.leginfo.ca.gov/pub/09-10/bill/asnuab_2201-

2250/ab_2244_ bill_20100930_chaptered.pdf.
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Prohibition of lifetime limits and annual benefir limit ¢ hanges

PPACA Section 2711 prohibits individual and group health plans from placing liletime limits on
the dollar value of coverage, effective September 23, 2010. Plans may only impose annual limits
on coverage and these annual limits may be no less than $750,000 for “cssential health benefits ™
The minimum annual limit will increase to $1.25 million on Scptember 23, 2011, and to $2
million September 23, 2012. Earlier in 2010, CHBRP conducted an analysis of SB 890 which
sought to prohibit lifetime and annual limits for “basic health care services™ covered by CDI-
regulated policies. CHBRP’s indicated that DMI(-rcgulated plans were generally prohibited
from having annual or lifetime limits. The analysis also indicated that less than 1% of CDI-
regulated policies in the state had annual benefit limits and of those, the average annual benefit
limit was approximately $70,000 for the group market and $100,000 for the individual market
Almost all CDI-regulated policies had lifetime limits in place and the average lifetime limits was
$5 million. After the effective date of the PPACA Section 2711, remaval of these limits may
have had an effect on premiums. As mentioned, premium information is included in the
responses to CHBRP’s Annual Enrollment and Premium Survey. Thus the underlying data used
in CHBRP annual model updates captured the effects of this provision to remove lifetime limits
and to increase annual limits for those limited number of policies that had annual limits that fell

below $750,000.

Medi-Cal Managed Care Enrollment. Seniors and persons with disabilities

While the PPACA allows states the option to expand coverage to those not currently eligible for
Medicaid (Medi-Cal in California), large-scale expansions are not expected to be seen during
2011. However, as a result of the 2010-2011 California Budget Agreement, there are expected to
be shifts in coverage for seniors and persons with disabilities. Specifically, “Seniors and persons
with disabilities who reside in certain counties which have managed care plans, and who are not
also eligible to enroll in Medicare, will be required to enroll in a managed care plan under a
phased-in process.” >3 The Medi-Cal Managed Care enrollment in CHBRP’s 2011 Cost and
Coverage Model has been adjusted to reflect this change. Baseline premium rates have also been
adjusted to reflect an increase in the number of seniors and persons with disabilities in Medi-Cal
Managed Care. Information from DHCS indicate these changes will go into effect July 1, 2011
and would affect approximately 427,000 Medi-Cal beneficiaries.* CHBRP used data from
DHCS to adjust enrollment in Medi-Cal Managed Care, and to adjust premiums to account for

the change in acuity in the underlying populations.>

> Taylor, M. Legislative Analyst, The Budget Package 2010-11 California Spending Plan. LAO: November, 2010.

Available at:
hip./wwav.leo.ca. gov. reports2010/bud/spend plan/spend plan _110510.pdf.
** Data from the Department of Health Care Services, Medi-Cal Managed Care Division. Received January 14,

2011.
%3 See the study conducted for DHCS by Mercer on this topic: Mercer, Medi-Cal Acuity Study: Seniors and Persons

with Disabilities. September 28, 2010. Available at:
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Bill Analysis-Specific Caveats and Assumptions

In most instances, orally administered anticancer medications are subject to the plans or policies’
outpatient pharmacy benefits’ cost sharing provisions, often in the form of flat-dollar
copayments per prescription, coupled in some instances with a calendar-ycar deductible
Intravenously administered and injectable anticancer medications are generally covered as part
of a physician office visit when the drug is administered outside of a hospital environment, and
are subject to cost sharing requirements associated with a physician’s office visit. The
differences in forms of cost sharing between outpatient prescription drug benefit coverage and
physician’s office visit complicate the quantification of the impacts of AB 1000 on costs borne

by the enrollee and the plan/insurer.

The following is a brief description of methodology and assumptions used to develop the
estimates of cost impacts.

e 2009 MedStat claim data for commercial members under age 65 was used to develop
baseline cost and utilization information for nongeneric oral anticancer medications and
nongeneric intravenously administered and injectable anticancer medications. Claims
data for enrollees who reside in California, had a diagnosis of cancer, and received
nongeneric anticancer medications on an outpatient basis was used. Baseline cost of
nongeneric oral anticancer medications was trended from 2009 to 201 1, at a 10% annual
rate of increase in cost per prescription. Because observed utilization rates were stable
from 2006 to 2009, no utilization trending rates were applied to adjust to 2011.

* No changes in utilization of oral cancer medications due to the introduction of AB 1000
was assumed, only a shift of cost sharing from patients to health plans/insurers based on
the evidences summarized in the Benefit Coverage, Utilization, and Cost Impacts section.

e Formularies, preauthorization requirements, and other coverage provisions {(other than
patient cost sharing) were assumed to be unchanging.

 For patients who received both nongeneric oral and nongeneric intravenous/injectable
anticancer medications, the shift of cost sharing was modeled by comparing the cost
sharing percentage of nongeneric oral cancer medications and cost-sharing percentage of
nongeneric injectable/intravenous cancer medications, then assuming that the lower cost-
sharing percentage would be applied to nongeneric oral anticancer medications
postmandate (see detailed calculations in example 1 and 2).

e For patients who received only nongeneric oral anticancer med ications, the patient’s
nongeneric oral cancer drug cost-sharing percentage was compared to the weighted
average cost-sharing percentage for nongeneric injectable/intravenous cancer medications
for all patients. An assumption was then made that the lower cost-sharing percentage
would be applied postmandate (see detailed calculations in example 3). The weighted
average cost-sharing percentage for nongeneric injectable/intravenous cancer drugs was
calculated separately for all patients enrolled in DMHC-regulated health plans and CDI-
regulated health policies. This is a rough approximation of the effect of AB 1000,
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O

because it uses the average cost-sharing percentage for nongeneric injectable/intravenous
cancer medications rather than the cost-sharing percentage applicable by the benefit
provision’s of the patient’s particular health plan, which is unknown

Example 1

Member 1 incurred the following claims on oral cancer medications and injectable cancer
medications:

1. Oral cancer medications-—Nine scripts with a total cost of $14,017, including $13,821
paid by health plan cost and $196 paid by the member.

2. Injectable cancer medications--20 scrvices with a total cost of $13,890, including
$13,890 paid by health plan, and $0 paid the membex

For Member 1, her cost-sharing amount as a percentage of cost for oral cancer medications is
1.4% (= 1 — 13,821/14,017). Her cost-sharing amount for injectable cancer medications is 0.0%
(=1 -13,890/13,890). The impact of SB 161 under our assumption is that Member | will pay $0
(= 14,017 x 0.0%, the lesser of 1.4% and 0.0%) copay on her oral cancer medications (CHBRP,

2009).
Example 2

Member 2 incurred the following claims on oral cancer medications and injectable cancer
medications:

1. Oral cancer medications—Four scripts with a total cost of $5,582, including $5,358 paid
by health plan and $224 paid by the member

2. Injectable cancer medications—Six services with a total cost of $2,963, including $2,391
paid by health plan and $571 paid the member

For Member 2, her cost-sharing amount as a percentage of cost for oral cancer medications is

4.0% (=1 — 5,358/5,582). Her cost-sharing amount for injectable cancer medications is 19.3% (=
1 —2,391/2,963). The impact of SB 161 under our assumption is that Member 2 will pay $224 (=
5,582 x 4.0%, lesser of 4.0% and 19.3%) copay on her oral cancer medications (CHBRP, 2009) .

Example 3

Member 3 incurred the following claims on oral cancer medications and injectable cancer
medications:

1. Oral cancer medications—Nine scripts with a total cost of $5,794, including $4,635 paid
by health plan and $1,159 paid by the member.

2. Injectable cancer medications—Zero services with $0.
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For Member 3, her cost-sharing amount as a percentage of cost for oral cancer drugs is 20.0% (=

1 —4,635/5,794). Since she had no injectable cancer drug claims, we use the weighted average
cost-sharing percentage for injectable/intravenous cancer drugs for all paticnts (3.8% in this
example) as her cost-sharing amount for injcctable cancer medications. The impact of SB 161
under our assumption is that Member 3 will pay $223 (= 5,793 x 3.8%. the lesser of 20.0% and

3.8%) (CHBRP, 2009).
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Appendix E: Information Submitted by Outside Partics

The legislative request for analysis of AB 1000 was received on Febrnary 18 2011 and in
accordance with CHBRP policy, the program analyzes information submitted by outside parties
during the first two weeks of the CHBRP review period

The following documents were submitted by the Office of Assemblymember Henry Perea on April
6, 2011:

Camacho FT, Wu J, Wei W, Kimmick G, Anderson RT, Balkrishnan R. Cost impact of oral
capecitabine compared to intravenous taxane-based chemotherapy in first-line metastatic
breast cancer. Journal of Medical Economics. 2009;12(3):238-45.

Leukemia & Lymphoma Society. Oral Chemaotherapy: Cost Effectiveness. Fact Sheel.

Le Lay K, Riou-Franca L, Launois R. Cost-effectiveness analysis of oral chemotherapy in
ambulatory care: the example of vinorelbine. Journal d’Economie Medicale. 2002; 20(7-

8):379-400.

Milliman, Inc. Parity for Oral and Intravenous/Injected Cancer Drugs. New York: January 2010.

Shiroiwa T, Fukuda T, and Tsutani K. Cost-cffectiveness analysis of XELOX for metastatic
colorectal cancer based on the NO16966 and NO 16967 trials. British Journal of Cancer.

2009;101:12-18.

The following documents were submitted by the Office of Assemblymember Henry Perea on April
14, 2011

New Mexico Legislative Finance Committee (LFR). Fiscal Impact Report: ('S/Senate Bill
385/aSCORC. Santa Fe, NM; March 8, 2011.

Washington State Department of Health. Information Summary and Recommendations: Oral
Chemotherapy Drug Coverage Mandated Benefit Review. December 2010. Publication

No. 631-014.

For information on the processes for submitting information to CHBRP for review and
consideration please visit: http.//www.chbrp.org/requests.html.
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When Tennessee’s Health and Human Resources Committee considered oral chemotherapy
parity legislation in the summer of 2012, they requested information from states that had
already implemented this type of legislation. The Departments of Insurance In eight states and
the District of Columbia responded to this request. Each addressed the question “Have any
health plans operating in your State raised specific concerns about the oral chemotherapy
parity requirement and/or claimed that the new requirement has resulted in an increase in
health insurance premiums?” Below is a review of their responses.

State

Implementation
Date

Response to Question #1

Colorado

January 1, 2011

The Division of Insurance has not had specific concerns raised
by heaith plans about the oral chemotherapy requirement in
state law since its enactment. Because of the extent of
Colorado statutory chances and federal requirements, it would
be difficuit to tease out the premium effect of this provision.

Connecticut

No carriers have raised concems regarding this mandate.
According to rate filings by the Department, carriers have
estimated that implementation of the requirement has resuited
in a premium increase of approximately .2%.

lllinois

January 1, 2012

Yes; however, that has been a standard defense against many
new mandates. To date, such claims have not been supported
by actual rate increases.

Indiana

December 31, 2009

The IDOI has neither recorded any health plans operating in
the state of Indiana that have raised specific concerns about
the oral chemotherapy parity requirement, nor recorded any
ciaims that the new requirement has resuited in an increase in
health insurance premiums.

Kansas

July 1, 2010

NO. Since our law went into effect on July 1, 2010, we have
received no expressions of concern from our insurers. During
the hearings conducted by our legisiature while the law was
being discussed, the insurers certainly testified in opposition to
the bill and expressed concems about the cost but we have
not heard anything negative since then.

Oregon

2007

While some concems were raised by insurers prior to passage
of the legislation, we have not heard objections from them
since. Oregon has prior authorization authority over both
heaith insurance rates and forms, and health insurance rate
requests since implementation of this statute have not cited
ORS 743A.068 as a justification for higher rates.

Texas

January 1, 2012

.| consideration.

No issuers testified against the oral chemotherapy bill during

Washington

2011

A nominal cost has been attributed to the mandate. In a
pending rate filing, Regence Blue Cross state, “Effective
1/1/2012, this program was valued to be a 0.2% increase to
claims.” In another pending rate filing, Premera Blue Cross
state, “2,979 grandfathered members will see a rate increase
of less than 1% due to the coverage of seif-administered anti-
cancer medication (oral chemotherapy) in response to HB
1517."

Washington DC

In response to your question regarding the Oral Chemotherapy
benefit, we reached out to CareFirst, Aetna and United Health
Care, three of the largest insurance providers in the District. In
order to gauge the impact of the oral chemotherapy mandate,
we asked them to provide their experience in complying with
the regulation.

The consensus from all three is that complying with the oral
chemotherapy mandate presented them with insignificant
increases in marginal costs.




